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The Imitation Jam Case — 
Some Implications 


By CHARLES M. FISTERE 


This Address Was Delivered Before the Section 
on Food, Drug and Cosmetic Law of the New York 
State Bar Association, January 23. The Author 
ls a Member of the District of Columbia Bar 


URING THE PAST TEN YEARS I have devoted a considerable 

amount of time representing interested parties at public hearings 
to establish definitions and standards of identity for various foods 
under Section 401. Currently, we are engaged in such a proceeding 
to establish definitions and standards of identity for ice cream and 
related products.'. This hearing was convened a little more than a 
year ago—on January 9, 1951, to be exact. Final adjournment is not 
yet in sight. The fact is that the current hearing is a resumption of 
a hearing which was begun in January, 1942, but a final order in which 
was never promulgated, because of the unusual-demand situation for 
dairy products created by the war. In any case, the transcript of the 
hearing record is now at page 14,034. The exhibits in the current 
hearing number 283, which, when added to those received in evidence 
at the 1942 hearing, bring the total number of exhibits up to 395. 

The single, most important question involved in the establishment 
of a standard for ice cream is the proportion of the total weight of the 
finished ice cream which is required to be butterfat. Hundreds of 
hours of hearing time have been devoted to that subject. 





121 CFR, Part 20, Doc. No. FDC-34(a). 
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Testimony has been offered to the effect that consumers cannot 
distinguish between frozen dairy products, the butterfat content of 
which ranges between 4 per cent and 10 per cent. This is a very 
important fact in an industry, 40 per cent of whose product is marketed 
in so-called bulk containers of two and one-half and five gallons 
capacity. 

Let us assume that the final order requires that ice cream contain 
at least 10 per cent by weight of butterfat and, incidentally, that is the 
requirement in the majority of states. It seems clear from the deci- 
sion in the /mitation Jam case that a frozen dairy product in semblance 
of ice cream but containing 4, 6 or 8 per cent of butterfat would be 
lawful for interstate commerce provided its label bore the words 
“Tmitation Ice Cream.” As I have said, 40 per cent of the product 
moves through dealers’ cabinets and is served in sundaes, sodas, other 
fountain dishes, and store-filled pints and quarts. The consumer has 
no opportunity of observing the “Imitation Ice Cream” label in the 
case of the fountain items and, of course, it would tell him nothing 
about the butterfat content if he had that opportunity. The same 
situation would be presented where all or a portion of the butterfat 
might be replaced by a vegetable oil which is much less costly than 
butterfat. 

Imitations have been a problem in the dairy products field for a 
long time. In 1923, the federal “Filled Milk Act”? became law. The 
term “filled milk” is defined in effect to mean any milk, skimmed milk 
or cream whether as such or evaporated, to which a fat or oil other 
than butterfat has been added, resulting in a product in imitation 
or semblance of milk or evaporated milk. In prohibiting interstate 
commerce in filled milk, Congress declared among other things that 
“its sale constitutes a fraud upon the public.” The constitutionality 
of the “Filled Milk Act” has been upheld, as you know, in two deci- 
sions of the Supreme Court (U. S. v. Carolene Products, CCH Foop 
Druc Cosmetic Law Reports § 33, 304 U. S. 144, and Carolene Products 
v. U. S., 323 U.S. 18). In the second Carolene case, where the offend- 
ing product was a mixture of condensed skimmed milk and vegetable 
oil fortified with Vitamin D, it was contended that since the fortified 
filled milk was the nutritional equivalent of evaporated milk, there was 
no danger of impairing the health and growth of infants. The court in 
sustaining the conviction, however, said that the prohibition extended 
to the fortified product as well as to the unfortified which has been 





* 21 USCA, Sec. 61. 














IMPLICATIONS OF JAM CASE PAGE 167 
the subject of the earlier case because one of the efficient causes of 
this enactment was that filled milk compounds lent themselves readily 
to substitution and confusion with milk products. The product was 
packed in cans of exactly the same size and shape as evaporated milk. 
It was sold and advertised in ways that confusion between it and 
evaporated milk was rife. True, the product was labeled with a fanci- 
ful name which was not misleading, and no untruthful statements ap- 
peared on the label. These facts, however, did not overcome the 
inherent potentialities for fraud, deception and confusion which existed. 

Aside from the fact that consumers are entitled to receive the food 
he or she intends to buy when placing an order—even though the 
choice may be dictated by whim—there is a greater vice inherent in 
the field of imitations, and that is the artificial enhancement of the 
price of the imitation. At the time of the trial of the second Carolene 
case, filled milk was being advertised and sold for less than half a 
cent a can below the price of one of the best-known brands of evapo- 
rated milk. At the same time there was more than a cent and a half 
difference in the fat costs between the two products. The savings in 
costs were not passed on to the consumer. 


Unfair Competition 


Purveyors of imitation foods generally, I believe, have an unfair 
price bulge when competing with the genuine product. This is because 
the price in the marketplace of the genuine acts in a way as to enhance 
artificially the price of the imitation. 

This phenomenon was well illustrated in the Poppy Seed case.* 
There, you will remember, the Circuit Court of Appeals for the Sixth 
Circuit had before it a case involving some British Indian poppy seeds 
which are widely used to decorate and flavor bread, rolls and other 
bakery goods. These British Indian poppy seeds, which are naturally 
white, had been artificially colored to resemble the more valuable 
Dutch blue and Turkish gray seeds. The government sought to 
have the seeds condemned because the artificially colored seeds, which 
were indistinguishable to the ordinary consumer from the more valu- 
able seeds, were, by the addition of the artificial color, made to appear 
of greater value than they actually were. In this case the only differ- 
ence between uncolored British Indian seeds and the Dutch blue and 
Turkish gray was the market value, the latter being worth 20 cents 





%’U. 8. v. Two Bags, etc. Poppy Seeds 
et al., 147 F. (2d) 123. 
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a pound whereas uncolored British Indian were worth only ten cents 
a pound. In flavor and food value the seeds were the same. The 
claimant asserted that the only reason for artificially coloring the 
seeds was to impart “eye appeal.” However, the court found that the 
‘artificial coloring concealed price inferiority making the seeds appear 
better or of greater value. The artificial coloring had enhanced the 
value of the seeds from ten cents a pound, the going price for un- 
colored seeds, to 20 cents, exactly matching the price of: the genuine 
Dutch and Turkish. 

I believe it is fair to conclude from the opinion of the Supreme 
Court in the /mitation Jam case that the government could not have 
succeeded in the Poppy Seed case if the product had been labeled 
“Imitation Dutch Poppy Seeds, artificially colored.” As it was, the 
product bore labeling indicating the origin of the seeds as British 
India and the presence of the artificial color, the only other factor of 
significance. 

It has been suggested by some very competent practitioners in 
this field of law that the Supreme Court should have considered the 
product involved in the Jam case as a substandard jam, distinguishing 
it thereby from an imitation in which some artificiality is employed in 
manufacture so as to create the semblance. 

Such a distinction has very recently been drawn by the Supreme 
Court of Wisconsin in reaching a conclusion somewhat different from 
that which would result if the Supreme Court of the United States 
had followed the suggested line. The Wisconsin case, Dairy Queen of 
Wisconsin v. McDowell,* involved an action brought by Dairy Queen 
to enjoin the State Department of Agriculture from enforcing against 
it the statute of Wisconsin designed to prohibit the sale of substandard 
or imitation frozen dairy foods. The lower court had decided the case 
in favor of the state, finding the product “Dairy Queen” to be “merely 
a low milk fat, soft or partially frozen substandard or imitation ice 
cream,” the sale of which is prohibited by the statute which provides 
that “no person shall manufacture or sell any milk product which shall 
be in imitation of ice cream.” In reversing the lower court the 
Supreme Court stated that it was not bound by the findings of the 
trial court and, as a matter of fact, utterly disregarded them. Not- 
withstanding the prohibition against imitations, the Wisconsin Su- 
preme Court said that “the legislature did not intend to deny the 
right to make and sell a food product so long as consumption does 





* Wisconsin Supreme Court, No. 119, Au- 
gust Term, 1951, Dec., January 8, 1952. 











IMPLICATIONS OF JAM CASE PAGE 169 


not endanger public health and welfare.” The court concluded that 
the statute prohibits only the sale of substandard products under the 
name of the standard product. The court seemed to take Dairy Queen 
out of the imitation class because there is “no artificiality employed in 
producing Dairy Queen” such as the substitution of a vegetable oil. 
“A resemblance to ice cream,” said the court, “does not make the 
product an imitation.” In reaching the decision which it did, the 
Wisconsin court, having destroyed the traditional concept of imitation 
foods, was then free to hold that another statute of the state applying 
to foods for which statutory standards have not been adopted, re- 
quires only that foods be sold under their “distinct names” if labeled 
to show true character and composition. 


Crux of the Problem 


In considering the subject of imitation foods, it should make 
little difference whether the semblance is accomplished by diluting 
the valuable ingredient or by the employment of some artifice. The 
important question is whether or not the consumer is deceived or 
rendered helpless in making her choice. I should not wish to be under- 
stood as advocating a position here against commerce in any whole- 
some food simply because it competes with some other food. 

The point I would make was once put by Mr. Henry Lepper, a 
senior chemist in charge of the Cereal and Dairy Section of the Food 
Division of the Food and Drug Administration. Testifying in opposi- 
tion to a proposal to permit as an optional ingredient in oleomargarine 
a chemical called diacetyl which imparts a butter-like flavor, Mr. 
Lepper said: 

The purchaser of foods is guided many times in the identity of a product, 
by its flavor, its appearance, and its physical properties, regardless of what 
statements are made on the label, with respect to artificial color or flavor as 
the case may be; and it is one of the fundamentals of law enforcement procedure 
that such effects, resulting from appearances and flavors, when they are deceptive 
are not correctible by label declaration. 

I should like to return to the subject of hearings to establish 
definitions and standards of identity under Section 401. AsI previously 
indicated, considerable attention is directed in such hearings to pre- 
venting the emergence in food standards of ingredients and manu- 
facturing practices which result mainly in imparting to a food a 
characteristic which normally is expected to be present in the food 
otherwise. I am speaking of ingredients’ and practices which produce 
imitations. 
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Let me illustrate. Here are two findings upon which proposed 
optional ingredients were excluded from the standards for macaroni 


products. 

The addition of carotene to alimentary paste is calculated to deceive con- 
sumers because it imparts to the finished product a color resembling that of 
egg. (Finding No. 50 supporting 21 C. F. R. 16.1) 

The use in macaroni products or egg noodle products of artificial coloring 
or other colored ingredients which impart a color simulating that of an egg 
product is a deceptive and unfair practice that has been followed to some extent. 
(No. 27 CFR, 16.1). 

These findings were designed to prevent conferring legal legitimacy 
on imitation egg noodles. Again in the findings supporting the 
mayonnaise, French dressing and salad dressing standards, we note 
the following finding: 

In these dressings the use of turmeric or saffron is apt to deceive consumers 
because the yellow color imparted by these spices causes the dressing to appear 
to contain more egg yolk than it actually contains. For this reason no turmeric, 
saffron, or any spice oil or spice extract or other seasoning or flavoring ingredient 
which imparts to the dressing a color simulating the color imparted by egg yolk 
should be included in the optional ingredients for mayonnaise or salad dressing. 

The question which I would raise with you is whether or not 
the rule in the /mitation Jam case, if taken advantage of generally, 
would tend to promote honesty and fair dealing in the interest of 
consumers. I apply the consumer-interest test because I believe to a 
considerable extent food standards would be rendered hollow and 
ineffective in the case of many foods if advantage were taken of that 
decision. As you are aware, a positive finding of consumer interest is 
a prerequisite to the establishment of a definition and standard of 
identity under Section 401 and in a general way expresses the main 
objective of the Federal Food, Drug, and Cosmetic Act. As rule- 
making in this field has evolved, each and every term of a proposed 
standard is measured by the consumer-interest test. 


I would not like to see all the blood, sweat and tears which are 
expended in the formulation of food standards to have been shed in 
vain by the simple expedient of hanging the “imitation” label on a 
food which purports to be a food for which a standard has been estab- 
lished, but which does not conform to the standard. 


When the sale of imitations, whose only claim to fame is close 
resemblance to a standard food, results in misleading and deceiving 
consumers and unfairly injuring producers of standard foods, it is 
my opinion that they should be banned from the channels of inter- 


state commerce. 
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Unquestionably, wholesome foods, whether inexpensive or other- 
wise, should not be barred from the channels of commerce unless it is 
necessary to do so in order to protect the consumer from fraud, decep- 
tion and confusion. The ice cream industry, as represented by the 
International Association of Ice Cream Manufacturers, believes that 
it has presented in the current hearings, a solution of the problem 
presented by a need, on the one hand, to preserve the integrity of 
standard foods and, on the other, to make low-cost foods available. 
The association has proposed the establishment of a definition and 
standard of identity for a product designated “ice milk.” * Ice milk is 
composed of the same ingredients as ice cream, and manufactured in 
the same way. The salient feature of the proposed standard for ice 
milk is that it contain not more than 3% per cent butterfat. Regarding 
this maximum level of butterfat, the evidence shows that a majority 
of consumers in a large taste panel consistently distinguished a prod- 
uct containing 3% per cent butterfat from ice cream containing 10 
per cent butterfat. Thus, if the Administrator should adopt in his 
final order the proposal advanced, consumers would have the benefit 
of the lower-cost product and, at the same time, the integrity of ice 
cream would be maintained. Those imitation products within the area 
of confusion (3% per cent to 10 per cent) would be unlawful, follow- 
ing the doctrine of the Quaker Oats case. 


In closing I would like to commend the following passage from a 
memorandum opinion of Judge Switzer, a judge of the United States 
District Court for the Southern District of Iowa. 


Although the case * involved a substandard jam labeled as “Leader 
3rand Strawberry Fruit Spread,” the doctrine might well have been 
applied, but for Section 403 (c), if the product had been labeled 
“Imitation Strawberry Jam.” 


If the court therefore were to permit Section 343(g) to be circumvented by 
the simple device of using truthful labels on a product which does not conform 
to definitions and standards of identity but conveys the impression (purports) 
that it is a food for which the definition and standards has been prescribed, the 
effectiveness of the Section, and the salutary features of food standardization, 
would be destroyed. That the Congress intended the integrity of the identity of 
standards to be upheld and that they be applied without variation is clear from 
the pattern of the Federal Food, Drug and Cosmetic Act itself. 


[The End] 





& Exhibit 3, at footnote 1. *U. 8. v. 30 Cases etc., CCH FOOD DRUG 
COSMETIC LAW REPORTS { 7176. 


By A. M. GILBERT 


Standardized Foods 





Y Drbmeg IMPORTANT ADDITION to the federal food and drug 
law, made by the 1938 Act,’ was Section 401 empowering the 
Federal Security Administrator to issue legally effective identity 
standards for foods. The purpose of a food standard is to “promote 
honesty and fair dealing in the interest of consumers” and the primary 
objective is to protect the consumer.’ 


Producers cannot escape the consumer protection afforded by an 
identity standard by adding to the name of the food “mere words of 
qualification or description.” If they could, the standard “becomes 
utterly futile as an instrument for the protection of the consuming 
public.” * Congress has recognized “the inability of consumers in some 
cases to determine, solely on the basis of informative labeling, the rela- 
tive merits of a variety of products superficially resembling each 
other.” * The statutory purpose for a food standard is effectively to 
maintain the integrity of the standardized food.° 


In order to give the consumer the protection fully contemplated by 
Section 401, Congress wrote into the Act Section 403 (g), which deems 
a food misbranded “if it purports to be or is represented as a food for 
which a. . . standard of identity has been prescribed” under Section 
401 unless the food complies with such standard. There is no statutory 
definition of “purports to be” or of “is represented as” and, accordingly, 








1 Federal Food, Drug, and Cosmetic Act, 
52 Stat. 1040, 21 USC Sec. 301, and fol- 
lowing. 

2 Sec. 401, Federal Food, Drug, and Cos- 
metic Act. A. EF. Staley Manufacturing 
Company v. Secretary of Agriculture et al., 
120 F. (2d) 258 (CCA-7); Federal Security 
Administrator v. Quaker Oats Company, 
318 U. S. 218; Land O’Lakes Creameries, 
Inc. et al. v: McNutt et al., 132 F. (2d) 
653 (CCA-8); U. 8S. v. 306 Cases 
“‘Sandford Tomato Catsup with Preserva- 


tive,” 55 F. Supp. 725 (DC N. Y.); U. 8. 
v. 30 Cases “Leader Brand Straw- 
berry Fruit Spread,” etc., CCH FOOD 
DRUG COSMETIC LAW REPORTS {f 7176, 
93 F. Supp. 764 (DC Ia.); Libby, McNeill 
é& Libby v. U. 8., 148 F. (2d) 71 (CCA-2), 

3 Libby, McNeill & Libby v. U. 8., cited 
at footnote 2. 

4Federal Security Administrator  v. 
Quaker Oats Company, cited at footnote 2. 

5U. 8. v. Omar, Inc., et al., 91 F. Supp. 
121 (DC Neb.). 
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The Author, a Member of the New York City Law Firm of Davis & 
Gilbert, Read This Paper Before the Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association, January 23 


it is a matter of fact in each case, based on the applicable facts, and 
to be established by the weight of the evidence whether a food “pur- 
ports to be” or “is represented as” a standardized food.® 

It needs no argument or proof to establish that the protection 
intended to be furnished by Section 401 would be ineffectual without 
Section 403 (g). Our courts, in construing the Act, have frequently 
pointed this out. In the Sandford Tomato Catsup case,’ we find this 
well said, as follows: 


Experience had shown that truthful labeling of a product was no protection 
to the bulk of the consuming public; if a product gave the appearance of being 
a certain food, the public assumed that it contained only those ingredients which 
were commonly associated with that food and the label was never consulted. 
Even a reference to the label might not enlighten a consumer on the nature 
of unfamiliar ingredients there set forth. 


In the Libby, McNeill & Libby case,® we find the court saying: 


If producers of food products may, by adding to the common name of any 
such product mere words of qualification or description, escape the regulation 
of the Administrator, then the fixing of a standard for commonly known foods 
becomes utterly futile as an instrument for the protection of the consuming 
public. 

In the Southland Fountain Fruit case,® the court pointed out that 
“truthful labeling is relevant but not the sole factor in determining 
whether an article ‘purports’ to be a food” for which an identity stand- 


ard has been promulgated under Section 401. 





*U. 8. v. 306 Cases . . . “Sandford note 5; U. S. v. 30 Cases ... “Leader 
Tomato Catsup with Preservative’ and Brand Strawberry Fruit Spread,’ etc., 
Libby, McNeill & Libby v. U. 8., cited at cited at footnote 2. 


footnote 2; Kleinfeld and Dunn, Federal TU. 8. v. 306 Cases . . . “Sandford 
Food, Drug, and Cosmetic Act, 1938-1949, Tomato Catsup with Preservative,’ cited 
p. 245, U. S. v. 99 Cases ... “South- at footnote 2. 

land . . . Peach Fountain Fruit,’ etc., 8 Libby, McNeill & Libby v. U. 8., cited 
89 F. Supp. 992 (DC Tenn., 1948); U. 8. v. at footnote 2. 

716 Cases . . . Del Comida Brand Toma- *U. 8. v. 99 Cases . . . “Southland 
toes,”’ etc., 179 F. (2d) 174 (CCA-10); . . Peach Fountain Fruit,’ etc., cited 


U. 8. v. Omar, Inc. et al., cited at foot- at footnote 6. 
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A final example could be the following from the decision in the 
Del Comida Tomatoes case : *° 


The Act was not intended to be confined to misbranding and the addition of 
adulterated substances deleterious to the health of consumers. It provides pro- 
tection to the consumer from ‘economic adulteration’ by which less expensive 
ingredients are substituted, or the proportion of more expensive ingredients is 
diminished so as to make the commonly identified article inferior to that which 
the consumer would expect to receive when purchasing it, although not in 
itself deleterious. 

Therefore, once farina was standardized, it became illegal to ship 
farina to which even a valuable ingredient was added and prominently 
declared on the label.** Once catsup was standardized, one could not 
ship catsup to which a preservative was added, even though the pres- 
ence of the preservative is declared on the label just as prominently 
and conspicuously as catsup, and the food is perfectly wholesome.” 

Now we have the /mitation Jam decision * and there is no point 
in discussing whether it is a good or bad one. It is now the law of the 
land. Accordingly, if one puts the word “imitation” on the label, he 
can ship a substandard or debased product. “Catsup with sodium ben- 
zoate”’ is illegal ; the very same product, labeled “Imitation Catsup,”’ is legal. 


Implications of Jam Decision 


I submit that this defeats the very purpose of food standards. 
Consumers and manufacturers can well be deprived of the protection 
intended by Section 401 of the Act and, in turn, by Section 403 (g). 

Let us refer to a recent happening which is a very good example 
in point. An identity standard was promulgated for mayonnaise which 
required that, fundamentally, the product be made of vegetable oil, 
vinegar, eggs and seasonings, with a minimum of 65 per cent vegetable 
oil.** At the same time, in order to provide for a less expensive product 
containing less vegetable oil, to which a starchy solution is added, an 
identity standard was promulgated for “salad dressing” (you will note 
it is not “imitation mayonnaise’), which provides for fundamentally 
the same ingredients as in mayonnaise, but allows a solution of starch 
and water to be used and requires a minimum oil content of only 30 
per cent. The record of the hearing justified the standardization of 
“salad dressing.” 





0 U, S. v. 117 Cases . . . “Del Comida 3362 Cases .. . Jam, etc., et al. v. 
Brand Tomatoes,’’ etc., cited at footnote 6. U. S., CCH FOOD DRUG COSMETIC LAW 
1 Federal Security Administrator  v. REPORTS { 7193, 340 U. S. 593. 
Quaker Oats Company, cited at footnote 2 14421 CFR 25.1, and following. 
2 Libby, McNeill & Libby v. U. 8., cited 


at footnote 2. 
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Yet, shortly after the Supreme Court decision in the /mitation 
Jam case, we find that products which resemble mayonnaise and salad 
dressing appeared on the market labeled “imitation salad dressing.” 
These products purport to be salad dressing, or even mayonnaise, in 
every respect. They are packaged just like salad dressing; they have 
the same appearance, flavor and odor as salad dressing; they are for 
the same uses as salad dressing, as borne out by label statements and 
depictions ; and they are stacked on the retailers’ shelves together with 
salad dressing and mayonnaise. The price of such articles is only a 
little lower than that of salad dressing. They contain the same ingredi- 
ents as salad dressing but much less vegetable oil (the expensive and 
basic ingredient), and considerably more water and starch. 


Question of Intent 


To me, there is no doubt that these are debased products intended 
to be palmed off to consumers as salad dressing. These products are 
not aimed at giving the low-income consumer a wholesome dressing 
for salads at a lower price and one within the means of such consumer. 
We must conclude that the intention behind these products is that 
consumers will purchase them, thinking they are “salad dressing” or 
the same thing as “salad dressing’; that the products will be used in 
public eating places, where consumers cannot even see the labels, as 
and for salad dressing. 


It seems clear to me that the protection meant to be afforded to 
consumers by the standards for mayonnaise and salad dressing has 
been materially reduced, if not completely eliminated, as a result of 
the decision in the /mitation Jam case. What has happened in the field 
of mayonnaise and salad dressing can readily occur for every food for 
which an identity standard has been promulgated. I have no doubt 
that many so-called imitation products are now being contemplated. 


‘Imitation’ v. Debasement 


Let it be clear that I am not critical of creating a new, and per- 
haps superior, product which in fact is a product sui generis and is an 
imitation of another food. In such connection, I cannot get away from 
one aspect of Section 403 (c) of the Act. It says: “If it is an imitation 
of another food.” I do not believe that what is labeled “imitation salad 
dressing” is an imitation of salad dressing. I believe that it is simply 
a debased salad dressing and made intentionally as such. I have never 
believed that the so-called imitation jam product is really an imitation 
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of jam, but rather a substandard jam, just as catsup with sodium ben- 
zoate is a substandard catsup. Getting away from food, for an example, 
rayon is not a debased silk. It is made differently, from different ma- 
terials, and it is recognized as a fine product standing on its own 
merits, with some even thinking that it is superior to silk. 

I urge, now that the /mitation Jam decision is the law of the land, 
that the Act should be amended so as to prevent the shipping of a 
debased standardized food, and thereby furnish the consumer with the 
protection intended by Sections 401 and 403 (g) of the Act. 

I realize that some may say that this would prohibit a wholesome 
food and that the law should not prohibit the shipment of any whole- 
some and nondeleterious food product. To me, however, any such posi- 
tion is far from sufficient to prevent giving standardized foods the 
protection they now need. In fact, it is well known that the Act, in 
many ways, already prohibits the shipment of many food products 
that are wholesome and nondeleterious. To cite only an example or 
two, there was nothing unwholesome or deleterious about the Quaker 
Oats farina product, the shipment of which was declared illegal.” 
Actually, it was a fine product. There was absolutely nothing unwhole- 
some or deleterious about the poppy seeds which were held to be 
adulterated and, therefore, illegal.’® 

In fact, the Court in that case specifically said that “the fact that 
the . . . article was not deleterious is immaterial. From its inception 
to its last amendment, the... Act... was intended to protect the con- 
suming public.” 

Serving the Greater Good 

We know, as a result of the frequent judicial interpretations of 
the Act, that once an identity standard for a food is promulgated, 
there are countless combinations of ingredients which would result 
in wholesome and nondeleterious products which immediately become 
illegal. This situation exists for other statutes as well which, upon 
enactment, make illegal acts which prior thereto were perfectly legal. 
This is in keeping with the best interests of the community as a whole. 

I confine my proposal to prohibiting the debasement of standard- 
ized foods. To me, this would not affect in any way a true imitation 
food which is an imitation either of a standardized or a nonstandard- 
ized food. Furthermore, it would appear to me that if a manufacturer 
is making an imitation of a nonstandardized food and subsequently a 





% Federal Security Administrator  v. “U.S: v. Pwo Bags . . . Poppy Seeds; 
Quaker Oats Company, cited at footnote 2. 147 F. (2d) 123 (CCA-6). 
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hearing is held to standardize such food, the manufacturer has full 
opportunity to present his case at the standard hearing so as to protect 


his imitation product. 


Suggestions 


There are several ways in which this protection of standardized 
foods can be accomplished. Section 403 (c) of the Act could be re- 
pealed and I believe that if this were done it would not affect in any 


way the legitimacy of true imitation foods, but would give to a stand- 


ardized food and the consumers the protection contemplated by the 
Act and especially Section 403 (g). If Section 403 (c) were eliminated 
from the Act, a manufacturer could still label a product “imitation.” 
If the government could prove to a court and jury, by the weight of 
the evidence, that such a product violates Section 403 (g) of the Act, 
such a product would be illegal, and deservedly so, in keeping with 
the objectives of the Act. In other words, without Section 403 (c) in 
the Act, it would be determined in each case, based on all the applicable 
facts, whether the use of the word “imitation” on the label prevents 
consumer deception. Perhaps another way to accomplish the same 
objective would be to amend Section 403 (c) of the Act so as to provide 
specifically that a violation of Section 403 (g) of the Act is not pre- 
vented solely because of the use of “imitation” on the label. 


Standardized foods need protection as a result of the /mutation 
Jam decision. Apparently, it can only be accomplished by new legisla- 
tion along the lines I have indicated. Legitimate food manufacturers 
should have no concern over my proposal and, in fact, should support 
it vigorously in the Congress in keeping with their own best interests 
and the best interests of the consumers of the country. [The End] 











@ FAVORABLE COMMITTEE REPORT ON FAIR-TRADE BILL @ 


House Bill 6925, which would amend the Sherman Antitrust Act 
to legalize enforcement of fair-trade prices in interstate commerce 
against nonsigners of fair-trade contracts, has been approved, with 
corrective amendments, by the House Committee on the Judiciary. 
The committee reported on March 11, 1952—CCH TraApe REGULATION 
Reports, No. 236, March 13, 1952. 











By DANIEL R. FORBES 


The Practical Effects of 


HE CHAIRMAN has suggested that I submit a short paper deal- 
T ing with the practical rather than legal impact of the decision of the 
United States Supreme Court in the now famous Jam case. It is just 
as well that my topic be so restricted. The legal aspects have been 
exhaustively treated already in reported papers of competent writers 
who sometimes disagree among themselves, and repetition might lead 
to further confusion. 

While I am counsel for the National Preservers Association, I do 
not speak in that capacity here because the governing body of that 
organization has not yet taken a position with reference to the decision 
and what might be done about it. What is said here represents my 


own personal observations. 


Historical Background of Jam Standard 


A little history and background of the standard of identity for fruit 
jam, which was involved in the case, may be of some interest. Tradi- 
tionally, as shown by published household recipes dated from the 
seventeenth century onward, a jam or preserve was made on the for- 
mula of a cup of fruit to a cup of sugar, and concentrated by boiling 
off excess moisture. From the beginning of commercial production 
this was the accepted formula for “pure” jam. While considerable 
amounts of substandard jam were produced, the quality was so low 
and differed from pure jam so greatly that it did not interfere with 
the sale of pure jam. 

At the end of World War I the preserve industry found itself 
faced with greatly increased production capacity and extremely keen 
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Mr. Forbes, a Member of the District of Columbia Bar, Is Also General 
Counsel for the National Preservers Association. This Paper Was 
Prepared for Delivery Before the Seventh Annual Meeting of the Sec- 
tion on Food, Drug and Cosmetic Law, New York State Bar Association 


competition. The resultant close price competition led to the practice 
of cheapening the products by reduction in fruit content. For the 
more expensive fruit there was substituted a combination of water 
and sugar, jelled with pectin. Some of these were labelled “pure jam,” 
but most of them reached the consumer as “compound strawberry 
jam,” for example, or under numerous distinctive names, of which 
“Bred Spred” was one. One was labelled “Fruit in Sugar—Strawberry 
—Not a Preserve.” We made a consumer survey with this label and 
found that the negative statement “not a preserve” caused the con- 
sumer to observe: “Of course it isn’t a preserve, it is a jam.” These 
substandard products varied in fruit content, but generally a consumer 
could not distinguish them by appearance from products containing 
a full quota of fruit, and in some cases only the most critical could tell 
a difference by taste. 


The introduction of these products of low fruit content had several 
effects. First, the consumer accepted them as jam or preserve even 
when they were not so labelled specifically. They “purported to be” 
jam or preserve in appearance, and in taste to a varying degree. Jams 
and jellies are packed in glass jars, and it seemed that the appearance 
of the product through the glass container had more influence than 
did any difference in labelling. In any event the declaration of ingre- 
dients appearing on the label was substantially the same as the in- 
gredients of pure jam. 

Those of these products which were very low in fruit content 
disappointed the purchaser, who easily reached the conclusion that 
factory-made jams were of low quality and were to be shunned. They 
tended to bring the whole industry into disrepute. Furthermore, 
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manufacturers of these substandard products who substituted water, 
sugar and pectin for expensive fruits had an unfair competitive advan- 
tage over those who maintained the traditional standard proportions 


of fruit and sugar. 


The promotion of these better-class substandard products was 
much more hurtful than the sale of what was then known as “imita- 
tion jam” or “imitation preserve.” The latter were then generally 
prepared with so little fruit that only a few seeds or fragments of 
pulp were discernible in a mass of jellied corn syrup, acidulated with 
phosphoric acid and artifically colored and flavored. These low-grade, 
low-price products hardly “purported to be” jam or preserve. They 
may have been colorful substitutes for molasses or syrup upon the 
bread in a cotton chopper’s lunch-pail, but they did not show up along 
with toast at the restaurant breakfast table. 


Need for Standards Becomes Obvious 


The above pictures the practical problem of the preserve industry 
about 1930. When the government lost in the Bred Spred case it was 
obvious that legally enforceable standards of identity for products of 
the preserve industry were required to protect consumers against 
substandard jams and to maintain fair competition between manu 
facturers. A bill spelling out standards of identity for jam, preserve, 
jelly and fruit butter was caused to be introduced in Congress and 
went to hearing. Although we had the support of the Food and Drug 
Administration, opposition on the part of a group of suppliers of 
ingredients prevented passage. Later the industry interested the 
Federal Trade Commission which, after public hearings, issued trade- 
practice conference rules which embodied specific standards of identity 
for these fruit spreads. These were helpful in holding the line, but 


were by no means adequate. 


When the present Federal Food, Drug, and Cosmetic Act was 
under consideration by the Congressional committees, it was but 
natural that the writer took an active interest and testified particularly 
for the enactment of what is now Section 401 of that Act. The com- 
mittee, in its report on that part of the bill which provided for fixing 
standards of identity for articles of foods, used the predicament of the 
preserve industry as an example of the need for such legislation. (See 
H. R. Report No. 2139, Seventy-fifth Congress, 1938.) 
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The fixing of standards of identity for preserves, jams, jellies and 
fruit butter in 1940 had an immediate beneficial effect. Those close 
simulations of standard products almost entirely disappeared from the 
markets. We had fine cooperation from the federal authorities in the 
regulation of the products of the industry. The consumer had assur- 
ance that she was not paying high fruit prices for water, sugar and 
pectin. Confidence in factory-made jam was restored. 


Danger in Well-Made Simulations 


There was then left on the market the pure standard product con- 
taining a full quota of fruit and, in constantly decreasing volume, the 
old “imitation jam,” which was so different in appearance and taste 
from the standard product that it was of little, if any, concern to those 
who made the standard product. The intermediate substandard prod- 
ucts, with very few exceptions, were taken off the market. One of 
these exceptions was the product involved in the Jam case here under 
discussion. That product was of such fruit composition that it approxi- 
mated a standard jam so closely that few, if any, consumers could 
differentiate. It is the well-made, close simulations of standard jam 
which are of concern to the preserve industry, and not those which, 
because of their obvious difference in appearance and taste, do not 
purport to be and can hardly ever be represented as a standard jam. 
The sale of the latter class in consumer packages has been reduced 
to an inconsequential level. 

The Supreme Court has spoken and, writing under the topic of 
the practical effect of its decision, it is not for me here to discuss the 


legal confusion that may exist. 


Possible Effects upon Industry and Public 


It is the writer’s personal opinion that the decision in the Jam 
case offers an inducement to members of the industry to reduce the 
high level of quality which has been maintained since standards of 
identity for fruit spreads have been promulgated. Public confidence in 
the integrity of these products might also be impaired. 


A large quantity of these products are eaten at hotels, restaurants, 
lunchrooms, etc. in individual servings under circumstances which 
preclude a display of the label to the consumer. The proprietor has 
a substantial price inducement to serve the substandard product. 
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More and more of our citizens “eat out.” I am told that in the Wash- 
ington area alone approximately one million eating-place sales are 
made each day. The volume of preserved fruit products, as well as 
of other standardized foods, served in the eating places of the country 
is very large. The cost differential between a standard preserve, stand- 
ard mayonnaise, etc. compared to thé corresponding imitation product 
is substantial. The great difficulty of enforcement at such retail levels 
gives the consumer very little protection against such economic cheats. 
Consumers who receive low-grade preserves and jellies at eating places 
will be prone to become prejudiced against all factory-made preserves 


and jellies. 


Fruit Aromas, Esters, Artificial Colors 


3ut the danger is not restricted to distribution through eating 
places. It is a fact that a substandard jam, substantially deficient in 
fruit and hence less costly to manufacture, can be made equal or even 
superior, in appearance, to the pure product. The red colored fruits, 
and especially strawberries, start turning an unattractive brown soon 
after packing, but the use of artificial color is denied the standard 
product. On the other hand, the imitation product can be given a 
permanent bright fruit color which can make the standard product 
appear old and spoiled by comparison. The imitation also enjoys the 
privilege, denied the standard product, of being able to be “pepped up” 
with added flavors in the form of fruit aromas and esters. Some, in- 
cluding the courts, appear to believe that all that is needed to cure these 
forms of sophistication, including the substitution of water for fruit, 
is to employ the word “imitation” on the label, along with a subordi- 
nate declaration of ingredients. 

My many years’ experience in this field, going back to the days of 
Dr. Wiley, do not provide me with this comfort. In the case of prod- 
ucts that are packed in glass, where appearance of the product itself 
dominates over the relatively small printed matter on the label—which 
itself occupies but a small portion of the area of the container—the 
wording on the label is not too important. 





I know it is possible to produce a substandard jam that to the 
ordinary consumer is equal to or better in appearance than the stand- 
ard product. Despite its deficiency in fruit it can be made acceptable 
in taste to a large portion of the public. It can be sold at prices lower 
than those charged for the genuine, and still show a good profit—in 
some cases greater than that realized for the pure. It is my considered 
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personal belief that if the present status of Section 403 (c) v. Section 
403 (g) is maintained, we will find on the market increasing quantities 
of substandard jams and jellies labelled “imitation,” but accepted by a 
large portion of the public as a pure jam or jelly. 


It has been urged that those in our low-income groups should be 
able to buy spreads for their bread at lower prices. Those who seek 
to help the poor should first analyze the differences in the price the 
consumer pays for the fruit ingredient, which is the only constituent 
of jam that deserves the dignity of a glass jar. It is not thrifty to buy 
water and sugar in glass containers. 

Such a comparison of fruit costs in pure and imitation jams appears 
as a footnote to an address by Commissioner Crawford. (See 6 Foop 
Druc Cosmetic Law JouRNAL 812.) The man of slender purse will 
find no economy in purchasing the substandard jams if he intends to 
buy fruit rather than sugar and water. There are numerous pure 
jams and jellies of low-cost varieties, such as apple, plum and grape, 
which sell at prices comparable to those charged for other varieties of 
imitation jams. 

It may not be true of other branches of the food industry, but 
in the case of the preserve industry the only real competitor is the 
housewife who has traditionally “made her own.” The preserver can, 
and generally does, make a product superior to hers. He must do so 
to stay in business. Any degradation of quality is a threat to the 
industry. The Jam decision, in my opinion, is hurtful, not helpful. 

What can be done about it is another subject, and one which 
deserves our best thinking. [The End] 








@ FAIR TRADE—STATE RETAIL PURCHASES ® 


Frank G. Millard, Attorney General of the State of Michigan, in an 
opinion dated January 17, 1952, states that the sale of fair-trade mer- 
chandise to the state, to a county or city, or to any political subdivision 
of the state, is not excepted from the Michigan Fair Trade Act. The 
act is applicable to retailers who endeavor to sell fair-trade merchandise 
to the state, to a county or city, or to any political subdivision of the 
state at a price lower than that fixed or stipulated in a vertical price- 
control contract—CCH Trape REGULATION REpoOrTS { 67,231. 
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This Paper Was Read Before the Section on Food, Drug and Cosmetic 
Law, New York State Bar Association, on January 23 by Mr. Mayham, 
Who Is Executive Vice-President, The Toilet Goods Association, Inc. 


HERE are three phenomena of American life which would seem 

to have a direct bearing on the present agitation for further control 
of raw materials designed for use in the manufacture of cosmetics and 
toilet preparations. 


The first of these is the tendency, whenever some minor ill appears 
in Our economic or social system, quickly to pass a law about it and 
then to forget the whole matter. This has led to many ill-advised pieces 
of legislation, and I sometimes think that at least once a year Congress 
should spend a month or two doing nothing but repealing laws which 
have become antiquated and which were too hastily designed ever to 
have worked in the first place. 


The second is the tendency of bureaucrats, even such nice bureau- 
crats as those making up the personnel of the Food and Drug Admin- 
istration, consistently to seek additional authority and more law for 
their bureaus to enforce. In the present case, this tendency is the more 
remarkable because, on many occasions, officials of the Food and Drug 
Administration have said, both publicly and privately, that they are 
seriously handicapped in the enforcement of the present Food, Drug, 
and Cosmetic Act by shortage of money and by shortage of personnel 
in both the laboratory and the field. Here we have them asking for 
more law when from their own mouths they admit they are unable 
adequately to enforce the law which they already have. 


The third phenomenon always happens every two years when the 
entire membership of the House of Representatives comes up for 
re-election. It consists of individual Congressmen seeking issues on 
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which they believe they can be returned to Washington for another 
two-year term. What they look for is a popular, but poorly understood, 
situation in which they can view with great alarm the dangers facing 
their constituents, and where they will never be called upon to explain 
the actual nature of these perils either to their constituents or to any- 
one else. Witness the Massachusetts State Bill No. 1054 which would 
bar a well-known deodorant from sale in that Commonwealth. 


When you add to these three the success story of Mr. Rudolph 
Halley, which must indeed be a spur to counsel for any legislative 
investigating committee, you have in my opinion the real background 
behind the investigation of the use of chemicals in cosmetics. 


This agitation and this investigation should not lead to the intro- 
duction or the passage of additional legislation. The provisions of the 
present law, as they affect cosmetics, are entirely adequate to control 
any situation which is controllable with any type of law whatever. Of 
course, the present law will not catch the deliberate crook nor will the 
present law catch the manufacturer who is consistently and deliber- 
ately careless in his manufacturing and testing procedures. No law 
which conceivably could be passed by Congress would catch these 


deliberate violators. 


The coal-tar color provisions of the present act, for example, repre 
sent about as severe a law on this subject as could be conceived. They 
require that every batch of coal-tar color to be used in cosmetics be 
individually tested and approved by the government, which assigns 
a batch number to appear in all transactions involving the color until 
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it is actually consumed. Severe penalties are provided for violations. 
In spite of this, over the period of years since the law was put into 
effect, out of 95 cases of adulteration, 23 arose from the use of non- 
certified or uncertifiable colors. 


FDA Enforcement Activities 


What is required under the present law, and I say this with the 
greatest respect for the Food and Drug Administration which I con- 
sider to have done an outstanding job of law enforcement, is better 
enforcement and a somewhat changed direction in enforcement activ- 
ities. The Food and Drug Administration has consistently ignored the 
definition of cosmetics contained in Section 201 (i) (2) of the Act. 
This provision states: “The term cosmetic means . . . (2) articles in- 
tended for use as components of any such articles . ” In other 
words, the law defines as a cosmetic any chemical or other article 
intended for use as a component of cosmetics or toilet preparations. 


A survey of the adjudicated cases indicates that this provision has 
been invoked in only two cases since the law was passed. One of 
these was to correct a coal-tar dye situation where another remedy 
would probably have worked equally well. 


Chemicals, and especially new chemicals, to be used as ingredients 
in cosmetics are not produced by small and irresponsible companies. 
They are almost without exception manufactured and sponsored by 
great chemical houses which for years have specialized in the produc- 
tion of things difficult to be made by the smaller companies. They 
are manufactured by companies with names such as Eastman Kodak, 
Du Pont, Atlas Powder, Dow, Monsanto and others. I think it would 
be no exaggeration to say that, despite the responsibility and knowl- 
edge of these companies, few of them realize that the products which 
they offer to the cosmetic manufacturers are, in fact, cosmetics as soon 
as they offer them for that purpose. I know of no case in which the 
Food and Drug Administration has ever brought this to the attention 


of a chemical manufacturer. 


These companies are not in the business of producing things which 
will harm the ultimate consumer, when used as they suggest they may 
be used. They are in a position to undertake elaborate series of tests 
not only to determine the suitability of the product for the purpose for 
which it is offered, but to determine that no possible harm can come 
to the ultimate consumer through the use of these products. This is 
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what I mean by a better direction to enforcement. Let us utilize Sec- 
tion 201 (i) for a change and see if it does not exercise a salutary 
influence on the whole situation. 

So much for the possibility of changed enforcement. Let us now 
consider just how necessary additional legislation is. In this connec- 
tion I have surveyed the 189 (and there are only 189) adjudicated 
cases on cosmetics since the enactment of the law in 1938. During 
those 13 years there have been 95 adjudicated cases brought under 
the adulteration provisions of the Act. One of these was won by the 
defendant, leaving 94 such cases. Of these 94 cases, only 59 were 
brought because of the presence of harmful or deleterious ingredients 
used in the manufacture of the cosmetics. The other 35 were because 
of the presence of filth, products being held under insanitary condi- 
tions, and for other reasons technically and legalistically classified as 
adulterations. Of these 59 which were brought because of the presence 
of a harmful ingredient, 22 came in the very early stages. There was a 
new law, and cosmetics had never been previously controlled. These 
22 were brought for the correction of conditions made illegal by a law 
which, previous to its passage, had not been illegal. In other words, 
this was to correct bad history and once it was corrected, the law 
was supposed to keep the situation under control. 


Distribution of Remaining Cases 


Hence, we have only 37 cases of the presence of harmful ingredi- 
ents adjudicated after the very early stages of law enforcement. Of 
these, three were hair dyes on which the caution label was unsatisfac- 
tory. They were brought under Section 601 as containing a harmful 
ingredient, and therefore would have to be included. However, ignor- 
ing them because of their peculiar nature, we now have a total of 34 
adjudicated cases due to chemicals in cosmetics. Fourteen of these 
involved a permanent-waving fluid of almost uniform composition, 
ten others were hair lacquers—again of almost uniform composition. 
You might almost treat these 24 cases, because they involved substan- 
tially the same products, as merely two cases, and if you did, you have 
a bare dozen cases other than these. But let us be generous and say 
there were 34 cases where the presence of a chemical in a cosmetic 
was brought to court and proved to have done a harm. 

This was over the period of 13 years since the law went into effect. 
During that time, the Toilet Goods Association has estimated that 
the total sales of cosmetics amounted to $8,860,000,000. Being most 
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conservative with respect to an estimated price per unit, this would 
amount to sales over the 13 years of 26,301,000,000 packages of cos- 
metics sold and consumed in the United States. I contend that to 
find only 34 cases where harm has arisen from the presence of a poison- 
ous ingredient in over 26 billion packages of cosmetics sold is not only 
de minimis but is really “much ado about nothing.” 

Since there is nothing to correct, I hesitate to take the time to 
outline the corrective steps which the course of the Delaney Commit- 
tee hearings to date would indicate are in the minds of the committee 
and others seeking new legislation. However, the remedies which 
would seem to be in their minds are of such character that I think 
they should be examined, in case, by some mischance, legislation on 
this subject should ever be introduced. Several types of remedies 
would appear to be in the minds of those who would like to see addi- 
tional law. 

The first is to write into the cosmetic section of the present law 
something akin to the new-drug application provision of the present 
law, Section 505. In my opinion, this type of remedy, which is appar- 
ently foremost in the minds of the officials of the Food and Drug Ad- 
ministration, would be ill-advised for two principal reasons. One of 
these is that the processing of a new cosmetic application by the pres- 
ent staff of the Food and Drug Administration would involve very 
heavy new duties for some members of the staff, placing an almost 
intolerable burden upon their limited facilities. It would require 
spreading very thin all the necessary research work involved in a new- 
drug application, in cases where such an application is really necessary. 


“Horrible Examples” 


Let us see how this proposal would have dealt with the “horrible 
examples” cited by Mr. Harvey of the Food and Drug Administration 
in his solicited letter to the Delaney Committee. The first of Mr. 
Harvey’s “horrible examples” had to do with a new permanent waving 
preparation alleged to have killed a woman in Atlanta, Georgia. Med- 
ical testimony on this particular case, however, is very conflicting and 
the manufacturer whose product was alleged to have caused this 
fatality has what seems to be adequate medical testimony to the effect 
that the woman was not killed by the solution at all, but died from 
quite other and natural causes. In any event, no suit for damages was 
ever brought against the manufacturer; no other fatality or serious 
damage was caused from the preparation which has long since disap- 
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peared from the market not because of this, but because of the fact 
that it became outdated. This case, I think, may be deleted from our 
consideration. 

The second of these “horrible examples” were hair-lacquer pads 
designed to keep the hair in place at the time of the popular upsweep 
hairdo. There is no doubt in the world that the original lacquer pads, 
designed for this purpose just prior to the war, would have passed a 
new-cosmetic application had such a provision existed in the law at 
that time. What happened was that after the original lacquer pads had 
been used for some time and without any damage, wartime shortages 
caused the supplier of these lacquers to make certain changes in his 
formulation, without notice to his cosmetic-manufacturing customers, 
and then the damage took place. A new cosmetic application would 
not have changed the picture, and the procedure of seizure and recall 
which was followed in this case would have had to be followed in any 
event. This might have been followed by revocation of the approval 
of the new-cosmetic application, but this would have come later, be- 
cause action of this kind by the Food and Drug Administration does 
not customarily happen until after the damage has taken place. Inci- 
dentally, a number of new-drug applications accepted and passed by 
the Food and Drug Administration have later been revoked under 
similar circumstances. 

The third “horrible example” cited by Mr. Harvey was a nail 
base coat which caused certain alleged damage to susceptible indi- 
viduals. In this case, one of the manufacturers who placed these base 
coats on the market did enough research so that they would have 
passed a new-cosmetic application had one been in existence. They 
were tested on several hundred individuals without damage. Sub- 
sequently, again, a change in formulation by the supplier brought 
about damage, but no new-cosmetic application would have prevented 
this from happening. Incidentally, it was pointed out to the Food 
and Drug Administration, at the time when this unfortunate accident 
occurred, that all these nail base coats originated from one important 
supplier. The Food and Drug Administration never cited or never 
made a seizure of the product of this particular house nor, so far as 
I have been able to find out, did they ever consult with this house with a 
view to stopping the damage. Rather, they engaged in difficult, ex- 
pensive and almost futile efforts to pin the damage on the cosmetic 
manufacturers. I submit that this is not the course best designed 
to protect the public, although it may be the method. best designed 
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to build a reputation for the bureaucracy. Incidentally, the Food 
and Drug Administration, using all of its fine technical facilities, 
never has found out what actually caused this allergic reaction. 


My second reason has to do entirely with the character of the 
cosmetic industry. The cosmetic industry is made up of approximately 
1,800 companies. Under the definition of small business recently 
issued by Secretary of Commerce Sawyer, more than three quarters 
of these companies are definitely small-business enterprises. A stydy 
of the research and development work needed to prepare a new-drug 
application would lead to the belief that somewhere in the vicinity 
of $12,000 to $20,000 must be expended by a manufacturer in pre- 
paring the application, this amount being for chemical, biological and 
clinical experimentation of a character required to convince the Ad- 
ministration of the harmlessness of such a drug. 


Effect on Small Business in Industry 


Let me cite one or two examples of how this might affect an 
industry built up of very small units, such as is the cosmetic industry. 
Twenty years ago, three brothers and a brother-in-law started in the 
cosmetic business, placing on the market a product on which certainly 
a new-cosmetic application would have been required had there been 
this provision in the law. Their capital was approximately $600, most 
of it borrowed. Today that company enjoys a world-wide business 
in excess of $25 million annually. Its fine products are available at 
reasonable prices to men and women all over the United States. It 
has been a peculiarly American success story. 

About eight years ago, again two brothers with very limited re- 
sources started to manufacture a cosmetic product on which again a new 
cosmetic application would have had to be filed. Six years after they 
started the business they sold it for a reported twenty million dollars. 
Again I submit that this is a peculiarly American success story. 

Neither one of these companies would or could have been started 
had this proposed remedy been a part of existing law at the time 
when they were organized. Among the 1,200 little fellows now en- 
gaged in the cosmetic industry and those that are coming in from 
time to time, who knows how many Revlons and Tonis may develop, 
not only to their own profit but to the great benefit of consumers 
throughout the United States and as a badly needed example of how 
the American system of free enterprise works ? 
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From my observation of the industry, I would say that more 
than two thirds of the present cosmetic manufacturers do not have 
sufficient resources to file one single new-cosmetic application should 
there be such a provision in the law. Do the proponents of this 
remedy desire to put two thirds of the industry, represented by these 
small responsible, hard-working manufacturers, out of business or in 
a position where they cannot progress and thereby turn over a larger 
share to the well-financed larger units? I think they do not. I think 
they merely have not thought the remedy through. 

The second proposal, and this seems to have originated in the 
mind of counsel to the Delaney Committee, is to list all ingredients 
of every cosmetic on the label. Obviously, it must have originated 
with someone who knew very little about the cosmetic business or 
about cosmetics in general. Even under the very severe drug provi- 
sions of the law, the drug manufacturer has to list only his active 
ingredients on his label. He is not required to list the vehicles nor 
the flavor, nor even the coloring. 


ls Proposal Feasible? 


Let us look at this proposal for a moment and consider how it 
would work. First, I have examined a great many cosmetic formulas. 
Few of them contain less than 15 ingredients and many of them contain 
50 or more. Just where on the label or in the labeling would this list 
appear in distinguishable form? If you consider the perfume ingred- 
ients used in some of these products, you might well have to list 150 
items on the label. The names of most of these would be completely 
unfamiliar to anyone who might want to read them and, again, I 
cannot imagine a label large enough to contain this information. Just 
what effect would the listing of these ingredients on the label have 
had on the three “horrible examples” cited by Mr. Harvey? I suggest 
substantially no effect at all. It would not have prevented, minimized 
or controlled these three unfortunate accidents. 


Cosmetic Allergies 
In committee hearings to date it seems that the background for 
this most curious proposal is that some people suffer cosmetic allergies, 
just as some people suffer food allergies, drug allergies and, in fact, 
allergies to almost everything except air and water. These unfortunate 
people, it is supposed, would like to have the names of all ingredients 
in a cosmetic listed so they can avoid those to which they are allergic. 
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Also, it is pointed out that in the nonstandardized foods, ingredients 
are listed on the label. With this latter statement in mind, I under- 
took to ask 100 women a simple question relative to food labels. The 
question was this: “Does the label of the food product which you 
buy at the grocery store contain the names of the ingredients?” Out 
of 100, 90 did not know and frankly confessed that they did not know. 
Out of the ten who knew, six reported, in response to further question- 
ing, that they never read the ingredients named, although they knew 
they were listed. The other four sometimes read them, and not a 
single one said she always read them. 


Sut let us go back now for a moment to the lady who is allergic. 
She goes to a dermatologist who discovers that she is allergic possibly 
to lanolin, so she wants to avoid lanolin in cosmetics. If her derma- 
tologist really knows his business he is aware of the fact that there 
are already a number of cosmetic manufacturers making hypo-aller- 
genic cosmetics which exclude every possible known allergen and that 
these companies are willing to make up on special order at very, very 
reasonable prices cosmetics excluding the ingredients to which the 
individual may be allergic. So, the industry itself has made provision 
to take care of these cases of allergy and it would seem folly to insist 
on listing all the ingredients of a cosmetic, when absolutely nothing 
in the way of public protection would be accomplished by doing it. 


The third proposal which has arisen before the Delaney Com- 
mittee is a little more subtle and, by its very subtlety, it discloses its 
origin. The suggestion is made, in questioning a witness, that his 
products should be submitted to the American Medical Association 
for approval or at least he is asked if he does submit them to the 
Committee on Cosmetics of the American Medical Association for 
approval. Further questioning brings out the desire of someone to 
have a law creating a committee, consisting largely of dermatologists, 
to control cosmetics. 

I think we do not have to examine that proposal at length to 
know where it originated. I have watched the AMA’s activities in 
the drug field for a period of over 30 years. I have seen the strangle 
hold which this group has upon the manufacturers of medicines and 
drugs and, at the same time, I have witnessed the growth of what 
might almost be called a “medical publication trust” with as fantastic 
a record of earnings as any publishing house that I know of, and I was 


for many years in the publishing business. 
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Difficulties in AMA-Approval Provision 

This proposal suffers from three great difficulties. First, if it 
went through, it would require another expensive government bureau, 
and a bureau which could not possibly do either the public or the 
industry any good whatever. Dermatologists are accustomed to treat- 
ing diseased conditions of the skin. They are not in general equipped 
to consider the application of cosmetics or other products to the 
healthy skin and, with the exception of a few outstanding derma- 
tologists who have made a study of cosmetics and of the cosmetic 
industry, their ignorance of cosmetics is fantastic. If there were to 
be a committee of this kind, and it would still be inconceivable 
to have one, dermatologists and, in fact, medical men should play a 
very small part in it. Rather, we should have pharmacologists whose 
entire training has been along the lines of determining the properties 
of materials and whether they possess any harmful or deleterious qualities. 

Just what effect would this proposal have had upon the “horrible 
examples” cited by Mr. Harvey? I suggest that a committee of derma 
tologists could have done nothing in any of these cases until after 
the damage had been done and very little then. They could not even 
have known that any damage was likely to be done until long after 
it had happened. There would have been no cure here for these un- 
fortunate accidents. 

A few years ago, the AMA organized its committee on cosmetics. 
It appointed a number of doctors as members of the committee. Not 
one of these, so far as a search of their previous records and experience 
is concerned, had any specialized knowledge of the cosmetic industry 
at all. In announcing the formation of the committee, the AMA indi- 
cated that it was for the education of the medical profession into the 
usefulness of cosmetic products. Many people were probably taken 
in by that announcement. The educational results, after three or more 
years of operation, have been two articles consisting of a rehash of 
well-known facts and fables about cosmetics which have appeared 
in the AMA Journal and the announcement that the committee would, 
in the future, issue a seal of acceptance (note I say acceptance and not 
approval) to manufacturers who would submit their cosmetics to the 
committee, along with a considerable amount of verbiage regarding 
their constituents, claims, etc. 

If the AMA issues a seal of acceptance for advertising (and it 


“seal of approval’), obviously the seal means 


carefully avoids saying 
acceptance of advertising. What it really says is: 
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, we are accepting your advertising in our already very profitable journals 
and we hope you will do a great deal of it, and then you will get a nice little 
seal which the public may, and probably will, misinterpret as meaning that we 
have approved your product, which of course we do not and we cannot, since we 
know very little about it. 

Just how gullible can we be and should we pass a law endorsing 
and enforcing such a questionable activity? 


These are the three remedies which have been proposed or appear 
to have been proposed at the hearings. If there are others, they have 
not come out into the open and again I submit that to cure no disease 
at all, the dosage of these remedies is enough medicine to kill the 
patient three times over. 


Author’s Suggestion 


Finally, may I point out what the real remedy to this situation is, 
if indeed it needs any remedy at all? I would call attention to the 
record of the hearings of the Delaney Committee to date. Practically 
every industry witness who has appeared has shown how carefully 
he insists upon control of the product from the time of purchase of 
the raw material until the ultimate consumer actually uses it. He tests 
the raw materials, he tests the products in process, he tests the finished 
product and he does so without any great love for the public, but 
because he knows that if a manufacturer puts out something that is 
harmful and poisonous he will not stay in business. It is strictly a 
selfish proposition. 


Automobile manufacturers do not put out automobiles with defec- 
tive wheels. You need no law to compel them to put good wheels 
on their cars. Neither do cosmetic manufacturers put out poisonous 
lipsticks or use poisonous ingredients knowingly in their product. 

Nearly 13 years ago, the Toilet Goods Association began the study 
of cosmetic raw materials with a view to establishing standards for 
these materials which would insure their complete safety and their 
adequacy for the purpose. During that time, nearly 40 such material 
standards have been issued by the Toilet Goods Association. In the 
case of many of these standards, the limits of the Toilet Goods Asso- 
ciation specifications are more severe than those in the United States 
Pharmacopoeia or the National Formulary. This is a continuing work 
and it will be continued until virtually the entire list of cosmetic raw 
materials has been covered by Toilet Goods Association standards. 
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Association's Progress 


During that period we have succeeded, for example, in tremendously 
improving the quality of titanium dioxide by eliminating harmful 
impurities from supplies offered to the cosmetic industry. We have 
done the same thing in a product more frequently used in medicine, 
zinc oxide. The present law permits the Food and Drug Administra- 
tion to improve standards for products intended for use in drugs. 
During the same period, I recall no case in which a Food and Drug 
Administration standard has superseded one in either the U. S. P. or 
N. F. It remained for the toilet goods industry to do that. 


Three years ago the Toilet Goods Association established a sub- 
stantial grant at the Laboratory of Applied Physiology at Yale Univer- 
sity. This grant was to study cases of allergy, sensitivity and irritation 
arising from cosmetics and from a list of nearly 2,000 ingredients 
used from time to time in cosmetics. This is a costly venture. It will 
be without profit to anyone except the medical profession, which will 
learn more from the published work of this study than it has been 
able to learn from any source in the past regarding this highly difficult 
branch of medicine. During the same period, the only work sponsored 
to any great extent by the AMA has been the raising of a fund of 
millions to fight legislation which they believe detrimental to their 
interests. I think, gentlemen, the contrast between the work of the 
industry as shown by the activities of the Toilet Goods Association 
with those of the Federal Security Agency and of the AMA is too 
clear to require further elaboration. 


Chemicals-in-Cosmetics Problem Relatively Small 


There is nothing wrong with the use of chemicals in cosmetics. 
The cases which have been brought out in the record of the Delaney 
Committee and produced by the staff of the Food and Drug Admin- 
istration are not nearly so numerous or not nearly so dangerous to 
the public health as those which occur every day in the food field and 
in the drug field. The fringe operator and the crook you cannot catch 
by any law, and the present law, if properly enforced, is completely 
adequate for the purpose of public protection for which it was originally 
intended. The industry is consistently improving its methods, im- 
proving its raw materials and its finished products. It intends to 
continue to do so, but it does not want to see the present law ruined 
by the attachment of amendments which will not only not work but which 
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will prove damaging, if not disastrous, to the large number of small 
manufacturers from whose ranks will come the giants of the future, 
and from whose further study of cosmetic problems will come new 
and better cosmetics and toilet preparations to the benefit of the health, 
well-being and morale of American men and women. [The End] 





@ PRO AND CON MILLER-TYDINGS REPEAL ®@ 


H. G. Morison of the Department of Justice, on February 13, 
speaking before the Monopoly Subcommittee of the House of Repre 
sentatives, stated that the Department of Justice favors the repeal of 
the Miller-Tydings Amendment to the Sherman Antitrust Act. On the 
other hand, Department of Commerce Secretary Charles Sawyer, speak 
ing for himself and the department, on February 27 made public a 
statement recommending that the Miller-Tydings Amendment be 
strengthened by the adoption of H. R. 4592, H. R. 5767, or similar legis- 
lation, and recommending against repeal of the amendment. The sub- 
committee has been conducting hearings on bills relating to resale-price 
maintenance. 

The following reasons were given for the Justice Department's 
stand on the issue: 

(1) The Miller-Tydings Amendment is inconsistent with the basic 
philosophy of the Sherman Antitrust Act. 


(2) It is susceptible of use as a cloak to hide general price-fixing 
activities. 
(3) It impairs competition at all levels of production and distribution 


The Department of Justice favors the enactment of H. R. 4365 
(repealing the Miller-Tydings Amendment) and is opposed to the enact- 
ment of H. R. 4592, H. R. 4662 and H. R. 6367. 

Commerce Secretary Sawyer, in his statement, said: 

“There is reason to conclude that the case against fair trade is 
more theoretical than real; that fair trade is beneficial to small. business; 
the facts regarding its causing higher prices in total are unconvincing; 
that monopoly does not result from fair trade laws; and that fair trade 
laws have a stabilizing influence on the economy.” 
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. and Judicial Progress in 1951 


UNDER THE FEDERAL FOOD, DRUG, AND COSMETIC ACT 
By WILLIAM W. GOODRICH 


This Address Was Delivered at the Annual Meeting of the 
Section on Food, Drug and Cosmetic Law of the New York 
State Bar Association, New York City, January 23, 1952 


INETEEN HUNDRED AND FIFTY-ONE was not a good 
year for judicial progress under the Federal Food, Drug, and 
| Cosmetic Act. The Supreme Court ruled that a jam in which a sub- 
| stantial portion of the fruit had been replaced by tap water could be 
legally offered for sale from grocery stores and served in restaurants, 
| ranches and logging camps as jam so long as its label, which was not 
seen by the telephone purchaser or the ultimate consumer, described 
it as an “imitation.” ' This one word overcame all other evidence of 

what the food purported to be to the consumer. 


The United States Court of Appeals for the Third Circuit decided 
in two cases that what we thought were economic cheats were not 
violations at all. It apparently is all right to label a food “Cream 
Wipt Salad Dressing” when it contains but 4 to 5 per cent of table 
cream and 1 per cent of nonfat dry-milk solids. Despite the Adminis- 
trator’s findings on substantial evidence that such small additions 
served no useful purpose from either a functional or a nutritive stand- 
point, he could not exclude them from the standard food without a 
showing that the public had been deceived, i. e., that the public would 
expect a product so labeled and sold to derive some values from the 
skim milk and cream that it contained.? Clearly the manufacturer 
would not make the additions unless they offered some sales appeal. 
His testimony was that he made them to improve flavor, texture and 





162 Cases ... Jam v. U. 8., CCH 2 Cream Wipt Products Company v. Fed- 
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nutritive value—effects they could not give, according to the findings. 
That court also held that a still orange drink which left a great many 
people with the impression that it contained 25 per cent or more of 
orange juice, when in fact it contained only 6 per cent, could not be 
deemed adulterated in appearing better or of greater value than it is. 
It would violate the law only if it had the appearance of 100 per cent 
orange juice.® 

The United States Court of Appeals for the Fourth Circuit held that 
a poisonous or deleterious substance can be commingled with a food with- 
out adulterating it, that such a substance must be imbedded within the 
food itself to be an adulterant.* We certainly cannot accept as at all 
relevant to the Federal Food, Drug, and Cosmetic Act that court’s 
citation with apparent approval of a New York case holding that a 
New York law was not aimed at foreign substances such as glass in 
milk.° Such an interpretation applied to the federal law comes as 
something of a shock to those of us who consider it a reasonably 
effective instrument for public protection. 

But this annual chronicle does not have to be all bad. We were 
treated more tenderly by some other courts, and in its totality the 
judicial history made in 1951 clearly shows progress. 


Food Standards 


Let us take a closer look at what the courts did. 


Most of you are all too familiar with the facts of the /mitation 
Jam* case. But briefly, a product labeled “Imitation Jam” was being 
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sold in the Southwest under conditions which we contended made it 
purport to be standardized jam. The circumstances were that the 
food had the basic ingredients of jam though water replaced part of the 
fruit, it was used for the same purpose as jam, it was often advertised 
as jam and was sold and served to people who never saw the label. 
The district court’ held that Congress had permitted imitations of 
standardized foods if labeled with the word “imitation,” but the 
court of appeals* held that “whether a food purports to be, or is 
represented a [standardized food] . . . is not to be determined solely 
from obscure disclosures on the label.” Under the stipulated facts, the 
court of appeals held that the article purported to be and was repre- 
sented as the standardized jam. On certiorari, the Supreme Court 
reversed,® holding: 

A product so labeled (“imitation”) is described with precise accuracy. It 
neither conveys any ambiguity nor emanates any untrue immendo, as was the 
case with the “Bred Spred” considered by Congress in its deliberation on Section 


403(g). It purports and is represented to be only what it is—an imitation. 
It does not purport nor represent to be what it is not—the Administrator's 


genuine “jam.” 


This decision placed unexpected emphasis upon the label to the 
exclusion of the other circumstances surrounding the sale and use of 
the article. It is too early to say whether it will have the anticipated 
substandard in identity” on the 


“e 


effect of placing many foods which are 
market under the guise of “imitations.” 


It is likewise too early to determine what effect the decision will 
have on other sections of the Act concerned with “economic adultera- 
tion.” It has been our opinion, largely upheld by the courts,’ that 
truthful labeling would not insulate a food from the sanctions of the 
Act if a valuable constituent has been omitted or if a substance has 
been added to make it appear to be of better or greater value than it 
is. Heretofore, it has not been enough to declare on the label of a 
food facts which show that it is adulterated or misbranded. The 
Supreme Court’s opinion was carefully restricted to the precise issue 
of the proper correlation of the imitation and food-standard provisions. 
Justice Frankfurter’s language is: 


Its distribution in interstate commerce therefore clearly seems to be author- 
ized by that section. We could hold it to be “misbranded” only if we held that 





‘U. 8. v. 62 Cases .. . Jam, 87 F. *® Footnote 1. 
Supp. 735 (DC N. M.). ” For example, U. 8. v. Two Bags Poppy 
8U. 8. v. 62 Cases .. . Jam, CCH Seeds, 147 F. (2d) 123 (CCA-6). 
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a practice Congress authorized by Section 403(c) Congress impliedly prohibited 
by Section 403(g). 


If the decision is restricted to an interpretation of Section 403 (g), 
as modified by Section 403 (c), the effects will be easy to evaluate in 
terms of the increase in “imitation” foods, but if it gives more 
emphasis to truthful labeling to the exclusion of other factors in 
applying the “economic adulteration” provisions, it may represent a 
serious reversal of the policy previously followed by the courts.” 


Cream Wipt Food Products Company v. Federal Security Admin- 
istrator was concerned with the substantiality of the evidence on which a 
definition and standard of identity for salad dressing was based. The 
Administrator did not permit cream and milk as optional ingredients. 
The basis for exclusion was a finding that they would not add any 
nutritive value or improve the taste or texture of salad dressing, but 
would tend to produce labeling claims that would deceive consumers 
into believing a salad dressing made with a small amount of cream 
or milk was in some way superior to a salad dressing without such 
an ingredient. The court of appeals agreed that there was substantial 
evidence to sustain the finding that the addition of cream or milk 
would not improve salad dressing either as to taste, texture or 
nutritive value, but found that the record as a whole was devoid of 
substantial evidence showing that the allowance of such ingredients 
would lead to consumer deception through misleading labeling claims. 
The Administrator relied on testimony by Henry A. Lepper, Chief of 
the Dairy and Cereal Section, Food Division, Food and Drug Administra- 
tion. Mr. Lepper has had 37 years’ experience as a chemist in food-law 
enforcement and has had experience on which to form opinions as to 
the type of practices which likely will result in consumer deception. 


The court, relying on the Universal Camera" decision of the 
Supreme Court rendered a short time before, examined the record to 
determine the substantiality of the evidence. It found that Mr. 
Lepper’s testimony was not substantial evidence if considered in the 
light of testimony that the petitioner had for many years marketed a 
product as a salad dressing with such ingredients, and the absence of 
testimony showing actual deception of the public by the product. The 
Court did not decide whether Mr. Lepper’s testimony alone would 





"Cf., U. 8. v. Two Bags Poppy Seeds, 12 Universal Camera Corporation v. NLRB, 
cited at footnote 10; Federal Security Ad- 340 U. S. 474. 
ministrator v. Quaker Oats Company, 318 
U. S. 218; Libby, McNeill & Libby v. U. S., 
148 F. (2d) 71, 73 (CCA-2). 
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have been considered substantial if no past experience was available 
from which to build factual, rather than opinion evidence, as to 
whether the inclusion of an ingredient might result in deception. The 
Court expressly refused to extend its decision to cover that possibility. 


This decision would apparently require consumer opinion surveys 
as part of the evidence supporting the exclusion of any ingredient 
previously used. The Food and Drug Administration lacks the staff, 
funds and experience necessary to make the numerous surveys that 
might become necessary if that is the only type of evidence to support 
findings of probable consumer deception. Since judges and juries 
are often called upon in our cases to determine, after they have heard 
testimony as to the actual worth of the article involved, from the 
examination of labeling whether the language therein used is capable 
of misleading a reader, it is difficult to see why the Administrator, 
as an expert in this field, cannot make a determination as to the 
potentialities for deception inherent in the use of a valueless ingredient.’ 


Food Adulteration 


A number of decisions dealt with the question what is a “food” 
within the meaning of the Act. 


U.S. v. O. F. Bayer & Company,'* questioned whether green coffee 
came within the statutory definition. In two cases, the government 
had prevailed in the lower court. In another, the government had lost. 
Judge Clancy of the Southern District of New York had dismissed 
the libel on the grounds that there was no evidence in the record that 
green coffee beans are food, and no evidence that the processing to 
which claimant intended to subject the beans before selling them for 
human consumption would not remove any filth present. The United 
States Court of Appeals for the Second Circuit held that courts can 
take judicial notice that green coffee beans are used to produce roasted 
coffee beans and, as such, are, at least, “components” of an article used 
for food. They held immaterial the question whether further processing 
would rid the beans of filth, since “food which is adulterated may be 
condemned even though it is intended to have the adulteration 
eliminated by a future process.” The court ruled once again that the 
lower court had no power to permit the claimants to export the seized 
articles after condemnation, citing U. S. v. Kent Food Corporation.’® 





8 Footnote 2. 6168 F. (2d) 632, cert. den., 335 U. S. 885. 
“U. 8. v. O. F. Bayer & Company, et al., 
188 F. (2d) 555 (CA-2). 
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The reiteration of these points gives us another decision that foods 
which are ordinarily subjected to further processing may be con- 
demned if adulterated before the processing. Although apparently 
settled, the argument is made several times each year that because an 
article is intended for further treatment it is not subject to seizure. 
Practically identical issues are before the United States Court of 
Appeals for the Fifth Circuit for decision in Otis McAllister & Com- 
pany v. U. S.*® 

Another case currently awaiting decision in the Fifth Circuit 1s 
U. S. v. Allbrook Freezing & Cold Storage, Inc.'* The facts are that a 
number of flats of fresh strawberies were shipped in interstate com- 
merce from Ponchatoula, Louisiana, to Gulfport, Mississippi. They 
were adulterated because they consisted in part of moldy and rotten 
berries. At destination, the strawberries were frozen and packed in 
1,000 cans each containing 30 pounds of strawberries with added 
sugar. The marshal seized the cans of frozen, sweetened strawberries, 
and the claimant, Allbrook, filed a motion to dismiss on the ground 
that the court lacked jurisdiction because the frozen strawberries had 
never been in interstate commerce. 

The court granted the motion to dismiss, apparently holding that 
freezing so changed their identity that they were no longer the article 
that had been introduced into interstate commerce. The government 
has appealed, contending that the strawberries are subject to seizure 
and condemnation under Section 304 (a) which permits seizure of an 
“article of food ... that is adulterated when introduced into or while 
in interstate commerce .. . at any time thereafter.” The strawberries 
are still readily identifiable even though mixed with sugar and frozen. 
The Court must decide whether an article shipped in interstate com- 
merce in an adulterated condition can be followed for seizure after 
being mixed with other ingredients. For example, could adulterated 
baking powder shipped in interstate commerce and used to make bread 
be seized in the altered form? 

Another case lost during the year was Cavalier Vending Corpora 
tion v. U. S..° We seized candy and gum mixed with trinkets in vend- 
ing machines while held for sale after shipment in interstate commerce. 
The gum, candy and trinkets had been shipped separately in interstate 


commerce and mixed and placed in the machines in Norfolk, Virginia. 





% Otis McAllister 4 Company v. U. 8., 7U. §. wv. Allbrook Freezing & Cold 
CCH FOOD DRUG COSMETIC LAW RE- Storage, No. 13581, United States Court of 
PORTS { 7223, No. 13600, United States Appeals for the Fifth Circuit. 

Court of Appeals for the Fifth Circuit. *% Footnote 4. 
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The evidence showed that the colored plastic trinkets would be dan- 
gerous to health if swallowed or caught in the air passages of the 
nose or throat. Dr. Gabriel Tucker an outstanding broncoscopist, 
testified that the danger of children swallowing such trinkets was not 
remote, since he had personal knowledge of 5,000 cases in which injury 
had occurred from swallowing similar trinkets. The trial court held 
that the trinkets were contained in the food and were both nonnutritive 
substances and deleterious substances potentially injurious to health. 
The United States Court of Appeals for the Fourth Circuit, however, 
reversed, holding that “the deleterious object must be contained within 
the food product offered for sale, and the trinkets are not contained in 
the pieces of gum or candy but are merely sold along with them.” This 
highly restrictive meaning given the word “contains” as used in Sec- 
tion 402 (a) (1) is not in keeping with the construction given most 
other provisions of the statute. If an article “contains” a substance only 
when the substance is imbedded within a unit of the food, then capsules 
of poison intermingled, for example, with dried beans would not be 
“contained” in the food, and the beans would not be subject to condemna- 
tion. Perhaps this was an instance of a hard case making bad law, but 
there was and isa real public health danger involved. 


The court was also influenced by a “grave doubt whether, even if 
the vending of the trinkets along with the candy and gum could be 
held to be adulteration, the act would have any application, since their 
mingling in the vending machines was a “local matter.” This ignores 
the Sullivan decision, and the unambiguous language in Section 304 (a). 
This point was not argued in the briefs of either party. 


A restrictive interpretation was also placed upon Section 402 (b) (4) 
of the Act by the United States Court of Appeals for the Third Circuit 
in U. S.v. 88 Cases . . . Bireley’s Orange Beverage. It was charged 
that Bireley’s orange drink was adulterated in that yellow coal-tar dyes, 
sugar, lactic acid and orange oil had been added so as to make the 
drink appear better or of greater value than it is. The trial court had 
charged the jury that in deciding whether the drink appeared better 
than it was they were to determine whether any part of the public— 
the vast multitude which includes the ignorant, the unthinking and the 
credulous, and those who do not stop to analyze in making a purchase 
—would be misled. The court of appeals held that the standard applied 
by the judge’s charge was erroneous in that the question for the jury 
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should have been “the reaction of the ordinary consumer under such 
circumstances as attended retail distribution of this product,” and not 
whether “any part” of the public would be misled. 

The court also decided that Section 402 (b) (4) is not so vague 
and indefinite as to be unconstitutional, but only if construed as mean- 
ing that a product alleged to “appear better than it is’”’ must appear to 
be a “defined superior product.” This means that the government must 
prove that Bireley’s appeared to the ordinary consumer to be undiluted 
orange juice. It was not enough to show that a very great proportion 
of persons interviewed in a consumer survey thought that the product 
contained 25 per cent or more of orange juice when it contained only 
6 per cent. Certiorari was applied for by the government, but was 
denied.”° 

Factory Inspection 

The validity and scope of the factory inspection provisions of the 
Act were involved in two cases. In U. S. v. Ira D. Cardiff,”* the defend 
ant refused to permit inspection of the factory of the Washington 
Dehydrated Food Company, at Yakima, Washington. Two inspectors 
approached defendant and requested permission to inspect, in accord- 
ance with Section 704 of the Act. The defendant refused to permit 
entry and inspection. The defendant attacked the criminal informa- 
tion, arguing that the language of Sections 704 and 301 (f) did not 
make it illegal to refuse to permit inspection unless permission was 
first granted and then withdrawn. This contention was based on the 
language of Section 704 which states that inspectors are authorized to 
enter and inspect a factory at reasonable times “after first making 
request and obtaining permission.” Since the inspectors had never 
obtained permission, the argument ran, they had no authority to inspect. 


Defendant’s other contentions were that it would violate the 
Fourth and Fifth Amendments to require him to submit to an inspec- 
tion of the corporate property. The court stated that “itis . . . a 
fundamental rule that constitutional immunities from search are waived 
to a limited extent by those who engage in a business regulated by 
law.” The guarantee of the Fifth Amendment against compulsory self- 
incrimination was held not to apply to the officer of a corporation in 
respect to corporate property. Both arguments were rejected and 
defendant was convicted, but the case has been appealed. 








2” Footnote 3. CCH FOOD DRUG COSMETIC LAW 
REPORTS { 7188, 95 F. Supp. 206 (DC 
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U. S. v. 44 Cases Viviano Spaghetti, et al.,?* presented an important 
question concerning the probative value of evidence obtained during 
an inspection. The libel charged that the food was prepared under 
insanitary conditions. An inspector testified concerning his observa- 
tion of obviously insanitary factory conditions. The claimant objected 
to the evidence on the ground that the inspection took place from 
between two to 17 days after the articles under seizure had been 
shipped. The court found, however, that 


the insanitary conditions at the plant [on the dates of the inspec- 
tions] resulted in most part from conditions of a continuing nature 
the inference is not only reasonable but compelling that the conditions were no 
less insanitary on the dates when the various shipments here in question were 
prepared and packaged which I find from the evidence was immediately or within 
a very few days before the dates of the respective shipments. 


Removal of Seizure Actions 

Two courts of appeals have ended the argument that Section 
1404 (a) of the recodified Judicial Code adds a new basis for removal 
of seizure actions from one district to another. In Fettig Canning Com- 
pany v. Steckler,** the United States Court of Appeals for the Seventh 
Circuit decided that 28 USC Section 1404 (a) does not grant authority 
to the district courts to transfer seizure actions. The court held that 
because seizures can be filed only where the article is found, Section 
1404 (a) has no applicability. It provides that any action can be trans- 
ferred to another district “where it might have been brought,” but 
there is no such district in seizure cases. 

In Clinton Foods v. U. S. and v. Ben Moore,** the Fourth Circuit 
held that an order denying a motion to transfer is not appealable and 
that, while mandamus may lie against a judge refusing to transfer a 
case, the district court was correct in refusing to transfer the seizure 
action involved. The court followed the same line as did the Seventh 
Circuit. It went on to say that the removal provisions of the Federal 
Food, Drug, and Cosmetic Act are exclusive. 


Drugs and Devices 
The “Time to Sleep” ** case decided in the Second Circuit reversed 
a holding that a device is “such a machine or apparatus which is applied 





2U,. 8. v. 44 Cases . . . Viviano Spa- *CCH FOOD DRUG COSMETIC LAW 
ghetti, et al., Civil No. 2179, Eastern Dis- REPORTS { 7200, 188 F. (2d) 289 (CA-4), 
trict of Illinois, decided December 11, 1951. cert. den., 72 S. Ct. 45. 

*% Fettig Canning Company v. Steckler, %U. 8. v. 23 . . . Articles, 192 F. (2d) 
CCH FOOD DRUG COSMETIC LAW RE-_ 308 (CA-2). 
PORTS § 7195, 188 F. (2d) 715 (CA-7), cert. 
den., 341 U. S. 951. 
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to or injected into the body or some organ thereof or whose current 
or rays enter the body” and that a phonograph record was not a 
“device” within this definition. The court of appeals held that a phono- 
graph record is a “contrivance” within the statutory definition and, 
moreover, a component of a phonograph, which, without question, is 
an instrument, apparatus or contrivance. While finding that the record 
of the trial showed that the phonograph records were intended to cure, 
mitigate, treat or prevent insomnia, they found also that the evidence 
showed insomnia to be not a disease, but a symptom of a disease. For 
that reason, they held that the seized articles were not intended to 
cure, mitigate or treat disease. But passing to the second definition 
of “device,” they found from the evidence that sleep is a function of 
the body and the records were intended to induce sleep. The court 
further found that the evidence was uncontradicted, that Mr. Slater’s 
claims were “extravagant” and, therefore, “false and misleading.” 


Another opinion involving a “device” came from Judge Byrne of 
the Southern District of California in U. S.v. 22 devices . . . Halox 
Therapeutic Generator.*° The libel alleged that the devices, which 
emitted chlorine gas and were recommended in their advertising for 
various disease conditions did not bear “adequate directions for use.” 
The claimant contended that the devices were exempt from this label 
ing requirement under the regulations because shipped to a physician, 
and information adequate for the use of such devices was readily avail- 
able to such physician. The seized devices had been shipped to chiro 
practors in California and bore no directions for use. 


The court held that chiropractors in California are not “physicians” 
as that term was used in the regulations, since they are forbidden by 
California law to use the term “physician.” Furthermore, Judge Byrne 
pointed out the regulations provide that a device is exempt from bear- 
ing adequate directions only if the physician to whom a device is 
shipped is licensed by law to administer and apply that device. Cali- 
fornia chiropractors are not licensed to administer or apply chlorine gas 
inhalation therapy for the treatment of disease. Their licenses extend 
only to “the manipulation of joints by hand or otherwise . . . and 
to use all necessary mechanical, and hygienic and sanitary measures 
incident to the care of the body.” The court also held that the devices 
were not exempt for the further reason that information adequate for 
the use of such devices by physicians was not readily available. This 





*%U. 8. v. 22 Devices . . . Halox Thera- METIC LAW REPORTS f 7214, 98 F. Supp 
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was proved by evidence establishing that only at two dial settings 
would the machine give out a constantly safe output of gas, yet nowhere 
in the record was it shown that directions were available suggesting 
such dial settings. 


The opinion contains a thorough discussion of the applicable regu- 
lations under Section 502 (f) (1) and applies them intelligently. It is 
the first case in which such a detailed explanation of the regulations 
has been attempted by a court and it shows an awareness of the rea- 
sons behind the various provisions dealing with prescription devices. 


El-O-Pathic Pharmacy Case 


In a drug-misbranding case the United States Court of Appeals 
for the Ninth Circuit upheld the prescription regulations established 
under Section 502 (f) (1). U.S. v. El-O-Pathic Pharmacy” was an 
injunction proceeding against distributors of male and female sex 
hormones who advertised these drugs as a remedy for “lack of sexual 
power” and “sexual desire.” The labels did not specify any disease for 
which the drugs were recommended except that the label of the male 
hormone, methyl testosterone, included a statement: “For use by 
adult males mildly deficient in male hormone when small dosages are 
prescribed and recommended by a physician for palliative relief of such 
symptoms.” The trial court found that the directions for use were 
adequate because they told the purchaser to consult a physician before 
using the drugs. The appellate court did not feel bound to give weight 
to the lower court’s findings because they were “clearly erroneous,” 
since the court of appeals was left with the “definite and firm convic- 
tion that a mistake had been made.” 


The appellate court’s findings from the evidence are set out at 
great length in the opinion and read like a medical treatise on the 
indications and contradictions for the hormones. The court found 
from the evidence, despite contradictory testimony of a few general 
practitioners, “that the drugs are inherently dangerous, that they are 
not safe and efficacious fot use except under the supervision of a 
physician, and that they are not suitable for self-medication, since a 
layman cannot know when they should be used and when they should 
not be used.” Thus, the court found that adequate directions for lay 
use could not be written and that the statements on the labels that “a 
physician should be consulted” and that the drugs should be used 





7192 F. (2d) 62 (CA-9): Cf. Clutter, Industry," 6 FOOD DRUG COSMETIC 
Federal Control—A Problem in the Drug LAW JOURNAL 936, 938-939. 
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when dosages are prescribed or recommended by a physician are not 
“adequate directions for use.” 


The court further said: 


Where no adequate directions for use of specified dangerous drugs can be 
written for purposes of self-medication by a layman, and they can be safely 
taken only upon the advice and under the supervision of a physician, it is within 
the statutory power conferred upon the Administrator to require, by regulation, 
that the label set forth that they be taken only upon the prescription of a 
physician. 

While the Durham-Humphrey Amendment ** to Section 503 of 
the Act writes into law some of the provisions previously contained in 
the regulations, the El-O-Pathic case will still be important to the 
enforcement of the Act in respect to devices and veterinary drugs. 


In U. S. v. Alberty Food Products, et al.,*® an injunction was obtained 
by summary judgment against this perennial violator of the Act for- 
bidding the introduction or delivery for introduction into interstate 
commerce of 27 of the drugs sold by the defendants : 

unless and until the labeling of each such “drug” bears adequate directions 
for the use thereof in the treatment of the diseases and conditions of the body 
for which defendants in their literature and other advertising prescribe, recom- 
mend or suggest its use. 

The case demonstrates anew the complete ban placed by the Fed- 
eral Food, Drug, and Cosmetic Act upon the distribution in interstate 
commerce of drugs which are falsely recommended for diseases for 
which they are ineffective when Sections 502 (a) and 502 (f) (1) are 
read together. If the claims are made in the “labeling,” then the drugs 
would have been misbranded within the meaning of Section 502 (a) 
because the claims are false and misleading. Since they were not in 
the labeling, the drug was misbranded because its labeling did not 
bear “adequate directions for use.” This is the so-called “squeeze play.” 


Franklin D. Lee v. U. S.*° held that the trial court was justified in 
entering summary judgment for the government when the undisputed 
facts showed that certain misleading instructions relating to the use 
of a device had been placed with the device in claimant’s salesroom. 
Having held on a prior appeal that the instructions constituted labeling 
while the article was held for sale after interstate shipment, and there 
having been a prior adjudication in favor of the government that the 
claims were false, the court decided that even if claimant had abandoned 
that labeling, the devices were not relieved from condemnation. Since 





™P. L. 215, 82d Cong., Ist Sess., 65 * 98 F. Supp. 23 (DC Calif.). 
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the devices were misbranded while held for sale after shipment in inter- 
state commerce, they were subject to seizure and condemnation at any 
time thereafter. 


Interstate Commerce 


Two cases involved the question of what constitutes an “introduc- 
tion or delivery for introduction into interstate commerce.” In U. S. 
v. Ruth B. Drown,** Judge Mathes of the Southern District of California 
held that the sale of a device by the defendant in California to a person 
whom she knew was from Illinois and whom she knew intended to 
return to-that state with the device, constituted an introduction or 
delivery for introduction of the device into interstate commerce within 
the meaning of Section 301 (a) of the Act. 


But in U. S. v. Tom G. Sanders,** a contempt proceeding in the 
Western District of Oklahoma, Judge Wallace reached the opposite 
conclusion holding that when the defendant takes no part in the trans- 
portation of the article he has not introduced or delivered the article for 
introduction into interstate commerce. He held that Sanders’ business, 
which he conducted by inducing people from other states to come to 
Oklahoma to receive his misbranded drugs, was a purely “intrastate” 
affair, even though Sanders solicited such persons to return, kept a 
record of their residences in other states, and knew they transported 
the drugs to their homes for use in other states. Both the Sanders and 
the Drown cases are being appealed. 


The result will be of great importance in fixing the area of the 
government’s jurisdiction in criminal and injunction cases. Many 
quacks and fringe operators because of actual prosecution, or the threat 
of prosecution, change their methods of business and have out-of-state 
“patients” transport their drugs instead of shipping the drugs through 
the usual channels of commerce. 


Res Judicata 


In two cases decided during the past year, it was held by two dif- 
ferent courts that an acquittal in a criminal case under the Federal 
Food, Drug, and Cosmetic Act does not entitle the defendant acquitted 
in the prior criminal case to summary judgment on the basis of res 





1U. 8. v. Ruth B. Drown, Cr. No. 21639, % CCH FOOD DRUG COSMETIC LAW 
Southern District of California, Central REPORTS 17216, 99 F. Supp. 113 (DC 
Division, decided April 27, 1951. Okla.). 
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judicata in subsequent seizure actions involving the same issues of 
adulteration or misbranding. Judge Weinfeld of the Southern District 
of New York reached this conclusion in U. S. v. 38 cases . . . Figlia 
Mia.* He distinguished the Coffey case, in which the Supreme Court 
had held acquittal in a criminal case a bar to a subsequent civil for- 
feiture for violation of the internal revenue statutes on the ground 
that a forfeiture under the revenue statutes was in the nature of a 
penalty, while seizure and condemnation under the Federal Food, 
Drug, and Cosmetic Act are not designed as a penalty, but as remedial 
relief to protect the public. 


The United States Court of Appeals for the Ninth Circuit, in 
reversing a summary judgment entered against the government on the 
doctrine of res judicata in U. S. v. Walter W. Gramer reached the same 
conclusion.** The court of appeals also discussed the Coffey case, citing 
the United States Court of Appeals for the Third Circuit in U. S. v. 
One Dodge Sedan * to the effect that “only the shibboleth of ‘stare 
decisis’ has saved it [the Coffey case] from express repudiation.” The 
court of appeals could not, of course, overrule the Coffey case, so it was 
distinguished on the ground that a food and drug seizure involved a 
different degree of proof than does a criminal case. The court cited 
Helvering v. Mitchell ** as support for its ruling. The court also held 
that there is no question of double jeopardy involved in prosecuting a 
person for violating the Act and also condemning his property for the 
same violation. 


Conclusion 


It is a refreshing and thoroughly worthwhile practice to take stock 
at this time each year to see what has been added to the law of food, 
drugs, devices and cosmetics. While a twinge of disappointment goes 
with reviewing cases we lost, we would be unworthy of the name lawyer 
if we did not learn from defeat as well as from victory. I trust, how- 
ever, that our significant losses in 1951 do not mark the beginning of a 
trend of restrictive interpretations that will reduce the scope and effec- 
tiveness of both federal and state food and drugs laws. I prefer to 
believe that the courts will continue to assist in achieving the high 
purposes of these laws. [The End] 





% CCH FOOD DRUG COSMETIC LAW *% Coffey v. U. 8., 116 U. S. 436; U.S. v. 
REPORTS { 7211, 99 F. Supp. 460 (DC One Dodge Sedan, 113 F. (2d) 552 (CA-3). 
nN. XD. %* 303 U. S. 391. 

*CCH FOOD DRUG COSMETIC LAW 
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Barbiturate Legislation 
By H. J. ANSLINGER 


This Paper Was Presented Before the Seventh Annual Meeting 
of the Section on Food, Drug and Cosmetic Law of the New 
York State Bar Association, January 23, 1952, New York City 


N THE SPRING OF 1951, the subcommittee on narcotics of the 

Ways and Means Committee of the House of Representatives held 
hearings on a number of bills relating to narcotic drugs then pending 
in Congress, including H. R. 348, which proposed to include barbi- 
turates under the control of the federal narcotic laws. The Treasury 
Department opposed the enactment of H. R. 348 for a number of 
reasons, and suggested that the first approach to solution of the 
problem of controlling barbiturates should be by way of effective 
state legislation, adequately enforced. 


In recognizing that the barbiturates are subject to a degree of 
abusive use, it must be realized that there are rather different aspects 
to the problem of control of the hypnotic drugs which should be met 
by legislation of a nature and scope different from and independent 
of the legislation controlling narcotic drugs and marihuana. It must 
be borne in mind that narcotic drugs and marihuana are subject not 
only to special national control measures, but also to an interrelative 
system of international control under the various conventions and 
protocols. Barbiturates are not subject to the provisions of any of 
the narcotic conventions or protocols. It would not be possible to 
apply to these hypnotic drugs the closely interrelated plan of interna- 
tional and national control now applicable to narcotic drugs. 


The subcommittee of the Ways and Means Committee, at the 
conclusion of the discussion on barbiturates, seemed to be of the 
opinion that the method of control proposed by H. R. 348 was not, 
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appropriate and, while control by state legislation was desirable, the 
complete achievement of this end would be of uncertain accomplish- 
ment and would, in any event, be a slow process. It was thought that 
the need for control measures more comprehensive than those provided 
by the Federal Food, Drug, and Cosmetic Act was urgent, and the 
subcommittee felt that this need called for some type of federal legisla- 
tion under which reasonably prompt action could be taken to restrict 
barbiturates to channels of proper medical use. It was noted that one 
phase of control—appropriate restrictions on interstate movement of 
the drug—was susceptible of imposition under a federal law, but not 
under a state law. 


Subsequent to the close of the hearings, the chairman of the sub- 
committee addressed letters to the Treasury Department, the Depart- 
ment of Justice and the Federal Security Agency, requesting that the 
three agencies call a conference to discuss a plan whereby the control 
of the traffic in barbiturates could be achieved by federal legislation, 
and that such plan be reported to the subcommittee by a given date. 
At the conference of representatives of the three agencies, it was 
agreed that it would be undesirable to place barbiturates under the 
same controls that applied to morphine and cocaine. Furthermore, 
the Bureau of Internal Revenue urged that there should not be as- 
signed to that Bureau new tax measures that are primarily regulatory 
in nature unless there were clear constitutional reasons why the tax- 
ing power must be exercised and the commerce power is inadequate to 
meet the regulatory problem. 


Representatives of the Federal Security Agency and the Depart- 
ment of Justice then explored the possibilities of a plan of control 
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based upon the commerce power. As a result of their research, they 
concluded that barbiturates could be controlled through a licensing 
system established under the commerce power. The controls should 
be designed to prevent (1) the unauthorized sale of barbiturates by 
retail pharmacists (either without prescriptions or upon unauthorized 
refills), (2) the sale of these drugs by manufacturers and wholesale 
drug firms to persons not engaged in wholesaling or dispensing pre- 
scription medicines, (3) the dispensing of barbiturates by physicians 
outside the scope of their professional practice and (4) the sale of 
barbiturates by bars, houses of prostitution and other persons or 
establishments not regularly engaged in dispensing prescription medi- 
cines. This was the outline of the plan that was submitted to the 
subcommittee by the Federal Security Administrator on July 26, 1951. 
We are not informed of the action taken by the subcommittee on the plan. 


Durham-Humphrey Amendment 


The Durham-Humphrey Act (P. L. 215, Eighty-second Congress), 
approved October 26, 1951, amended certain sections of the Federal 
Food, Drug, and Cosmetic Act to authorize the filling of oral prescrip- 
tions and the refilling of oral and written prescriptions (under certain 
conditions) for a category of dangerous drugs which includes barbi- 
turates. In reporting favorably the bill, H. R. 3298, which later became 
P. L. 215, the Senate committee stated that it strengthened the con- 
trols over the habit-forming barbiturates. It is significant that the 
Senate committee added this statement: 

It is felt, however, that these drugs pose a special problem not common to 
all drugs because they are desired by addicts for non-medical use. This will call 
for their special treatment, and the committee wishes it understood that in 
recommending the passage of this bill, as amended, it does so with the knowl- 
edge that further legislative consideration must be given to adequate barbiturate 
controls. 


Thus, a subcommittee of a committee of the House of Representa- 
tives and a committee of the Senate have strongly indicated that new 
federal legislation should be adopted, dealing with the control of 
barbiturates. 


State Control of Barbiturates 


This action looking towards some type of control in the federal 
sphere does not mean, in my opinion, that there cannot or should not 
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be legislative control of barbiturates at the state level. We know, 
from a survey made some years ago by the American Pharmaceutical 
Association, that many of the states had in effect some type of legisla- 
tion purporting to control the sale and use of barbiturates ; at that time, 
there were 14 states, I think, that had no special barbiturate legisla- 
tion. I am not informed as to what is the present statistical situation 
in this respect, but if I may be allowed to offer some constructive 
general criticism of these laws, I should say—still speaking generally— 
that they have one or two loopholes, and that they are not adequately 
enforced. 


New York Example 


For instance, the New York state law on barbiturates which was 
enacted, I believe, in 1946, restricts sales of barbiturates at retail 
“except upon prescription written by a person legally authorized to 
issue such prescription.” Section 6816 states that the article “shall not 
prevent physicians from supplying their patients with such drugs as 
the physician deems proper.” This is not a requirement that the 
physician shall use good faith, in the course of professional practice 
only, in prescribing and dispensing these drugs. What the physician 
“deems proper” does not restrict him legally to prescribing or dis- 
pensing only for a bona-fide medical need. The law permits prescrip- 
tion refills under certain conditions, unless the prescriber notes on the 
prescription that it is not to be refilled. Telephone orders from prac- 
titioners are authorized to be filled, although the practitioner is 
required to furnish to the pharmacist a written prescription within 72 
hours. Both of these provisions will be found, I think, to result in 
diversion of barbiturates. 


Correcting Abuses 


From my observation, I have formed the opinion that much, if 
not most, of the abusive use of barbiturates is due, directly or indirectly, 
to careless or ill-advised prescribing or dispensing by practitioners and 
to improper sales, in some instances, by pharmacists. If all of the 
states had heretofore adopted suitable control measures—and had 
vigorously enforced them—I do not believe there would have been 
occasion for the degree of complaint of barbiturate abuses of which 
we have read and heard so much. [The End] 
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HERE IS NO DOUBT but that misuse of barbiturates consti- 

tutes a problem in our modern-day society. However, there ap- 
pears to be a considerable difference of opinion regarding the magnitude 
of this problem and the need for additional or extensive remedial 
measures of a legislative nature. Some individuals are of the opinion 
that the problem is of relatively minor significance and believe that the 
presently existing federal and state laws are sufficient to effect an 
adequate and reasonable degree of control. There are others who 
seem to believe that the misuse of barbiturates presents a problem of 
greater importance to the public health than that resulting from the 
illegitimate use of narcotic drugs such as morphine and heroin. 


Before considering legislative aspects of the barbiturate problem 
it would be well to give careful consideration to the following ques- 
tions. How are barbiturates being misused or employed for nonmed- 
ical purposes? Is it possible from a medical standpoint to characterize 
the particular individuals who misuse these drugs? In other words, 
what class or classes of people tend to misuse barbiturates? Finally, 
how serious is the public health problem resulting from abuse of 
barbiturates? 

It must be recognized first of all that the barbiturates are very 
valuable drugs which serve useful and legitimate purposes in medical 
practice. A nontoxic, nonhabit-forming drug possessing necessary 
sedative or hypnotic qualities equivalent to the barbiturates is not 
available at the present time. Consequently, it would be quite fool- 
hardy to give any consideration at all to legislation which would 
prohibit the manufacture and sale of any barbiturates. The manufac- 
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ture and distribution of heroin has been outlawed, and yet there are 
a number of reputable physicians of critical judgment who deplore 
that portion of the Harrison Narcotic Act which prohibits them from 
obtaining this admittedly valuable drug for medical use. There is no 
doubt but that heroin possesses a somewhat greater addiction liability 
than other drugs of the opiate series, but on the other hand there is 
good reason to believe that it also has certain additional pharmacologic 
effects which are quite desirable for medical purposes. Thus, although 
heroin cannot be manufactured for legitimate medical use, a very 
considerable illegitimate traffic in this drug is still flourishing in spite 
of the constant vigilance and untiring efforts of the Bureau of Nar- 
cotics. A further reduction in heroin addiction and the illicit traffic in 
this drug would undoubtedly result if the budget and police power of 
the Bureau of Narcotics were increased considerably. 


How far is it practicable to go in attempting a further correction 
of the heroin addiction problem, as well as the various other evils of 
greater and lesser degree which beset society today? It would appear 
that the ultimate in protection might be obtained through creation of 
a police-state system of government. This, in turn, would of necessity 
result in the type of closely regimented society which is most distaste- 
ful to the great majority of individuals in this country. Thus, in 
examining the barbiturate problem we should make certain that any 
proposed legislation directed toward more stringent regulatory control 
over these drugs is both necessary and practicable. One does not need 
a big game rifle to kill sparrows. On the other hand, an air rifle is of 
no value for elephant hunting. 


It is stupid not to recognize that the misuse of barbiturates pre- 
sents a problem. The question is whether we are dealing with a 
“sparrow” or an “elephant.” First-of all, it is necessary to consider the 
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suicides due to overdosage of barbiturates. It is true that a con- 
siderable number of people elect to commit suicide with “sleeping 
pills.”. There is no doubt but that a barbiturate provides an easy and 
convenient means of accomplishing this purpose. However, even if 
there were practicable means to prevent anyone from obtaining a lethal 
supply. of barbiturates, the suicide problem would not be solved. The 
suicidally inclined individual ‘is likely to accomplish his purpose 
whether. or not “sleeping pills” are available to him. Even if manu- 
facture and sale of barbiturates were outlawed completely it is quite 
unlikely that the suicide incidence would be affected to any significant 
extent. The argument has been advanced that some individuals find 
barbiturates acceptable for suicidal purposes, whereas they would be 
deterred from killing themselves because of qualms over using a gun 
or jumping from a high bridge. It is possible that there may be some 
logic to this argument. On the other hand, it is conceivable, and not 
at all improbable, that an extremely trying ordeal or illness which may 
cause some susceptible individuals to “crack” and attempt suicide, 
may be made bearable through the use of barbiturates. Thus, it is 
possible that these drugs may actually serve to prevent some suicides. 


Proposals have been made to incorporate an emetic substance 
such as ipecac in all barbiturate formulations on the theory that an 
individual who ingested a probable lethal quantity of the barbiturate 
would vomit the drug and thus be saved from death whether or not 
he so desired. However, all such proposals as have been advanced 
thus far appear to be quite impracticable. Ipecac is much too slow- 
‘acting as an emetic to be of any value. As a matter of fact, ingestion of 
a barbiturate-ipecac combination in sufficient dosage would be likely to 
hasten one’s demise. Other emetics also have serious drawbacks be- 
cause of their toxic effects. In other words, one is quite apt to do 
more harm than any possible good by insisting on mandatory incor- 
poration of an emetic ina “sleeping pill.” 


It has been suggested that an arbitrary limit be placed on the 
quantity of a barbiturate which a physician may prescribe for any 
given patient. Even though some physicians have been careless in 
prescribing inordinately large quantities of barbiturates, which have 
subsequently been misused by their patients, legislation restricting the 
quantity of any drug which can be prescribed by the doctor is apt 
to do more hatm than good and not serve the public interest. 
Physicians regard patients as individuals who require individualized 
treatment. The great majority of people have faith and confidence in 
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the ability, integrity and judgment of the medical profession. It is 
true that there are some rascals and unethical individuals in all the 
professions. Doctors are human beings and subject to the same 
frailties as other individuals. However, a regimentation of the medical 
profession, insofar as an arbitrary legislative restriction on prescrip- 
tions for barbiturates is concerned, would not be apt to prevent 
suicides or serve in the best interest of the general public. The person 
seriously contemplating suicide could easily conserve his supplies of 
the drug until he had accumulated a sufficient quantity for lethal 
purposes. It is also likely that he could consult a number of different 
physicians, simulate a condition requiring sedative therapy and thus 
obtain several prescriptions calling for barbiturates. 


The increase in the number of suicides resulting from barbiturate 
overdosage is apt to be quite impressive to the average layman. He is 
prone to demand that something should be done to eliminate this 
menace because he has the impression that the over-all suicide rate is 
being greatly increased as a result of the availability of the barbiturates. 
I do not believe that there has been a significant increase in the over- 
all suicide rate. We must give due consideration to the fact that a 
number of individuals who would have ingested carbolic acid or 
some more subtle recipe of the Borgias in bygone days now resort to 
“sleeping pills” as a means of effecting their demise. In Great Britain 
aspirin is still quite frequently employed as a means of committing suicide. 


It would appear quite impracticable, if not impossible, to provide 
legislation which will reduce the suicide incidence to any material 
extent. Legislation involving unduly burdensome regulatory control 
over barbiturates is not at all likely to effect a significant reduction 
in the over-all suicide rate, and actually may serve to penalize the 
vast majority of the general public in the pious hope of protecting a 
minority of misfits. The suicidally inclined individual will easily find 
other acceptable means of doing away with himself. 


There is much discussion and controversy at the present time 
over the question of the addicting or habit-forming propensities of 
the barbiturates. In my opinion the barbiturates should be classed as 
potentially habit-forming drugs. No one who knows anything about 
their pharmacologic properties can take issue on that score. They 
are not innocuous drugs which can be taken as freely or frequently as 
most household remedies. Accordingly, they should be administered 
or prescribed judiciously with due regard to the specific requirements 
of the individual patient. I cannot agree with those individuals who 
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characterize the chronic use of excessive quantities of barbiturates in 
the same category as the tobacco-smoking or coffee-drinking habits. 

Barbiturates are very similar to alcohol in their pharmacologic 
effects. Contrary to popular notion, alcohol is not a stimulant. Its 
effect on the nervous system is purely depressant in character. The 
initial exhilaration following ingestion of alcohol is due to a release 
of inhibitions resulting from a depressant effect on the central nervous 
system. The very same phenomenon is apt to occur after ingestion of 
the usual hypnotic dose of a barbiturate. Progressively increasing doses 
of both drugs produce progressively greater depressant effects. The 
end result in either case may be death from respiratory failure. The 
only difference is that the average individual would find it rather 
easier to commit suicide by swallowing a handful of “sleeping pills” 
than by rapidly gulping down a fifth or so of whiskey. 


Isbell has demonstrated quite conclusively that chronic use of ex- 
tremely high doses of barbiturates such as Seconal or Nembutal can 
result in a true and severe type of addiction. Thus, individuals who 
are maintained in an intoxicated state with barbiturates for a con- 
siderable period of time are apt to manifest very serious and severe 
symptoms of a physiologic as well as psychologic character when the 
drug is abruptly withdrawn. Convulsions, psychotic behavior and 
even death may result. There is little doubt but that the abstinence 
syndrome in these cases is more serious than that which obtains in 
the heroin addict when his supply of narcotics is suddenly withheld or 
discontinued. Again the barbiturates manifest a close similarity to 
alcohol. The chronic alcoholic who goes on an extended binge and 
drinks very large quantities of whiskey day in and day out is apt 
to manifest abstinence symptoms, following withdrawal of alcohol, 
which are more serious and severe than those observed in the narcotic 
addict. As a matter of fact, delerium tremens is quite similar to the 
abstinence syndrome which Isbell has observed in barbiturate addicts. 
Furthermore, chronic excessive use of either barbiturates or alcohol 
may result in the development of some slight tolerance to these drugs. 
However, this is far from comparable to the exceedingly high 
tolerance which the narcotic addict manifests toward the opiate type 
drugs. It is apparent that the pharmacologic effects of barbiturates 
are quite comparable to those of alcohol. Barbiturates are much more 
closely related to alcohol than to the narcotics. 


Is true barbiturate addiction a problem of any real magnitude? 
I do not believe that it is. Furthermore, I do not believe that it is 
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likely to become a serious and widespread problem such as obtains 
with heroin and the other narcotic drugs. The heroin addict can get 
the narcotic effect he desires without manifesting obvious signs of 
drunkenness or intoxication. He is able to work or engage in 
activities which will provide him with the money necessary to secure a 
constant supply of the narcotic. The individual who attempts to keep 
himself continually intoxicated with alcohol or barbiturates usually 
cannot hold a job and soon finds himself unable to continue his 
debauchery. The alcohol problem is of far greater magnitude from a 
public health standpoint than the narcotic and barbiturate problems 
combined. Nevertheless, there are few places in this country where 
alcoholic beverages cannot be obtained quite readily over-the-counter. 
Furthermore, liquor has certain qualities, such as flavor, which have 
an additional appeal to many individuals. The liquor manufacturers 
need have no fear that their business is apt to be at all affected by any 
widespread adoption of the barbiturate habit as a substitute. 


We know that narcotic addicts not infrequently use barbiturates 
in an attempt to “tide themselves over” when their supply of heroin or 
morphine is curtailed. However, the barbiturates are inadequate sub- 
stitutes for the confirmed narcotic addict. We also know that some 
individuals use liquor and barbiturates simultaneously for the additive 
intoxicating effect. One cannot deny the fact that there are individuals 
who misuse barbiturates. However, in my opinion, this problem 
does not warrant unduly burdensome legislation for practicable con- 
trol. It has been suggested that barbiturates be subject to the same 
provisions of control as are applied to those drugs now included in the 
Harrison Narcotic Act. I do not believe that this is either necessary 
or desirable. The narcotic drugs are much more insidious in that the 
individual who “experiments” with heroin over a period of time ex- 
periences the pleasurable or narcotic effect of this drug without mani- 
festing obvious signs of intoxication. The “teen-ager” in particular 
is not apt to realize the inevitable deleterious effect of heroin until his 
supply of the drug is discontinued. Only then does he appreciate the 
hold which it has on him. 


As a general rule, only psychopathic individuals are apt to be- 
come chronic users of deleterious or excessive quantities of barbiturates. 
These are the same individuals who make up the vast bulk of chronic 
alcoholics. They are seeking a means of escape from the realities of life. 
If a drug which provides the desired relief from their unhappy mental 
condition is withdrawn or made unavailable to them, they are quickly apt 
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to substitute another. Even if their last resort, alcohol, were to be made 
unavailable through an effective prohibition law, the fundamental 
problem would remain. You cannot legislate against a mental disease 
which is the underlying cause of these drug problems. 


It is probable that some additional regulative control over 
barbiturates.is. necessary to curb the sale or distribution of these 
drugs for nonmedical uses. Insofar as the barbiturates which move in 
interstate commerce are concerned, the existing federal law with the 
Durham-Humphrey amendment should be sufficient to prevent pharmacists 
from selling these drugs over-the-counter or indiscriminately refilling 
prescriptions for them. A strengthening of state laws appears necessary 
to obtain a comparably effective control over barbiturates which move 
in intrastate commerce. Appropriate legislation may be necessary to 
curb any type of “underground traffic in these drugs.” The Committee 
on Legislation of the American Medical Association during the interim 
meeting at Los Angeles in December of 1951 gave consideration to the 
matter of extension of regulatory controls over barbiturates. The 
committee expressed active disapproval of any proposed legislation 
relating to barbiturates which would call for a special registration or 
licensing provision involving physicians. 


In surveying the barbiturate problem one must temper the desire 
to abolish completely any possible misuse of these drugs with a due 
evaluation of the probable over-all effects of any additional proposed 
legislative measures for control. Newspaper and magazine articles 
of a sensational nature have portrayed the barbiturates as a most 
vicious drug evil. As a result, there is considerable clamor from lay 
individuals who demand that this seemingly serious menace to society 
be obviated completely through additional stringent legislative measures. 
It behooves us to present the problem in its true perspective. Although, 
in the mind of the layman, a barbiturate is generally regarded as a drug, 
whereas alcoholic liquor is considered to be a beverage, one cannot 
deny that the pharmacologic effects of both are quite similar. Thus, 
barbiturates and alcohol are drugs of quite similar and comparable 
character from the medical or pharmacologic standpoint. The indi- 
vidual who demands unduly stringent legislation to control the 
barbiturate problem should first be prepared to tackle the problem 
of chronic alcoholism and endorse another Volstead Act if he is to 
be at all consistent in his desire to protect the public interest. 


[The End] 





The Barbiturate Problem 








of the City of New York 


ONTROL OF BARBITURATES by laws of one type or another 
has been provided for in the New York City Sanitary Code since 
1922. In the main, the effect of these laws was to prohibit the sale of 
barbiturates except on prescription. From 1922 on, there was a long 
period in which enforcement by the health department consisted 
mainly of an effort to bring to the public and to pharmaceutical groups 
an understanding of this restriction and the reasons for it. Every 
effort was made by the health department to secure compliance through 
cooperation. When this failed, and the number of accidental barbi- 
turate deaths and illnesses in New York City increased to alarming 
proportions, a vigorous program of enforcement was begun. 

Despite this, the accidental-death toll due to barbiturates con- 
tinued to mount higher and higher. To overcome this, in 1946, a 
state-wide law was enacted, imposing tighter restrictions on the dis- 
pensing of these hypnotics. Even the vigorous enforcement of existing 
laws, on the state and city levels, with the frequent heavy punishment 
of offenders by the courts was not effective. It was plain that the 
solution to the barbiturate problem had not yet been found. At about 
this time, the Public Health Relations Committee of the New York 
Academy of Medicine studied the problem and urged that additional 
control measures be adopted by the Board of Health. 


Tightening Controls 


In 1947, the Board of Health amended the New York City Sani- 
tary Code and, together with other changes, placed a three-month 
limit on the refilling of barbiturate prescriptions. A widespread 
educational program was again undertaken. The public health prob- 
lem of the misuse of barbiturates was described in detail. The medical 
and pharmaceutical professions and the public were asked to join with 
the health department in preventing unnecessary deaths and sickness. 
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After a reasonable period of reorientation to the new law, enforcement 
activities were resumed. In addition to this action by city authorities 
state regulatory officials, the federal Food and Drug Administration 
also exercised its control measures, both federally and locally. This 
program of education and enforcement has been carried on with in- 
creasing momentum for the past five years. 


Still a Big Problem 

What is the total effect of these laws, the enforcement program 
and the educational activities in terms of direct accomplishment? 
There is every reason to believe that the situation would have been 
very much worse than it is at the present time if it had been allowed 
to proceed unbridled and unrestrained. Today, after 30 years of the 
most earnest effort, the problem remains, greater in magnitude than 
ever before. This is what we are confronted with: 


(1) Self-medication with barbiturates, which is extremely common 
in the City of New York. Persons who dose themselves with these 
drugs manage to get adequate supplies for their needs, in one way 
or another. 

(2) Indiscriminate refilling of prescriptions, in violation of the law 
enacted in New York City in 1947. Pharmacists do not sell barbiturates 
without prescription, but often fail to comply with the refilling provi- 
sions of the law. 

(3) Illicit traffic in barbiturates. Barbiturates have gone under- 
ground and there is increased trading in such drugs outside legitimate 
professional and commercial channels. 
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(4) Use of barbiturates by narcotic addicts and others for illegitimate 
purposes. This is more widespread than ever before. 


(5) Accidental deaths and sickness due to barbiturates. The number 
of accidental deaths and cases of illness due to barbiturates which 
occur each year in New York City has increased. There were 91 cases 
of accidental and undetermined barbiturate poisoning in 1950 as com- 
pared with seven in 1921. Compare this with the record of accidental 
deaths from morphine, the use of which is limited by the federal 
narcotic laws, enforced by a highly competent group of experts. In 
1921 there were 53 accidental and undetermined deaths in New York 
City from morphine. This number decreased as federal narcotic con- 
trol became more and more effective, until 1944, when there were only 
ten such deaths. Since that time there has been an increase in mor- 
phine deaths. In 1950 there were 28 deaths. There is no reason, how- 
ever, to relate this increase to the effectiveness of federal control. 


Federal Role in Successful Control 


This is but one proof of the effectiveness of federal control. There 
are other reasons to believe that a similar system of federal control of 
barbiturates would stem the tide of increased death and disaster from 
the indiscriminate use of these drugs. This has been the record with 
morphine. Only under such a system of federal control can there be 
assurance that the public, the medical profession, the practicing phar- 
macist, the pharmaceutical manufacturer, and city and state law en- 
forcement agencies will each assume its responsibilities. This is vital 
to the successful control of barbiturates. Certainly, nation-wide 
leadership necessary to insure uniform laws, sound enforcement pro- 
cedures and satisfactory budgetary appropriations cannot be provided 
by any city or state agency, no matter how popular or persuasive. 


Therapeutic Benefits Without Self-Medication Risk 


Finally, as with morphine and the other opiates, it is this kind of 
federal control which will insure that physicians will be able to utilize, 
to the fullest extent for the maximum benefit of their patients, the 
health-giving therapeutic qualities of barbiturates without the deleter- 
ious effects inherent in the misuse of these drugs in self-medication. 
This, of course, is the most important reason of all, for it is because 
of their therapeutic quality that the barbiturates are in existence at all. 


[The End] 
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